Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/1/2016 11:49:06 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen. Markey TSCA TA on nomenclature

Michal- | sent them just to you so you could share as appropriate. Some were just yours and | didn't want to mix them
up. Thanks,
Sven

On Apr 1, 2016, at 7:39 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Thank you and very sorry for the interruption,

Michal Tiana Freedhoff, PhD.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageDdl.png><imagell?.pngr<imagal3. png><imageld.jpg>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.qov]
Sent: Friday, April 01, 2016 7:30 PM

To: Freedhoff, Michal (Markey)

Subject: Fwd: Sen. Markey TSCA TA on nomenclature

Michal- TA on nomenclature. Thanks,
Sven

Question; there is a concern being expressed by the House side that the statutory mixture language (even with the
modification options | sent you last week) would allow new chemicals to avoid section 5 treatment. What follows
below is a draft of a savings clause that would apply to the statutory mixture provisions that is intended to ensure
that does not happen. Does it work?

EPA Response: The House concern is valid. The purpose of the statutory mixture provisions in the current Inventory is to
shield from section 5 review chemicals that would otherwise be considered new and require section 5 review. There
have been disagreements between EPA and the regulated community over the scope of the statutory mixtures (and
other facially broad inventory listings), and (A){iii) of the Senate bill appears designed to resolve those disagreements. A
savings clause that exempts chemical substances not included on the inventory will only beg the question of what
chemical substances are included within the six listed statutory mixtures (and what the purpose of (A)(iii) is). In addition,
it is not clear currently that a chemical must be included in the statutory mixture to be covered by the statutory mixture
listing -- the six listings have different scopes, so it's hard to generalize. Furthermore, by specifically targeting
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8(b){3){(A}{iii) as the problematic part of 8(b)(3), this language would suggest by implication that Congress intends
8(b)}{3){B)(i) to allow chemical substances to be moved onto the Inventory without PMN review, by a process of
“rely[ing] on” unspecified guidance documents. (Finally, per earlier TA, the "including but not limited language" in the
bill will cause confusion about what other materials might be considered statutory mixtures, and the bill provides no
guidance.)

Finally, just a general question about class 2 and the Soap and Detergent assoc nomenclature system — how many
substances are included on these lists right now? Is EPA contemplating changing these, and if so, what sort of
resources would be required to do so? General response is fine on this one.

A quick search of the non-CBI TSCA Inventory (as of January 20, 2016) revealed 316 chemical substances that indicated
{(in the Chemical Substance Definition field) that “[t]his substance is identified” by a “SDA Substance Name.” 13,776
chemical substance are listed as Class 2 Chemical substances of Unknown or Variable Composition, Complex Reaction
Products and or Biological Materials (i.e., UVCBs). Some of the SDA chemicals are a subset of the UVCB chemicals, but
not all. EPA has no current plans to change its practice of allowing chemical substances to be identified by UVCB
names. EPA has no current plans in place to change the current system of assigning SDA names. Since retroactive
changes to the definitions of what is and is not on the Inventory would have the potential to affect the scope of future
PMN reviews, determining whether they are warranted would likely be a labor-intensive process.

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: April 1, 2016 at 10:43:07 AM EDT
To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@epamail.epa.gov)” <Kaiser.Sven-Erik@epamail.epa.gov>
Subject: nomenclature

Sven

A couple of things on nomenclature ~ first, wondering if yvou are close to getting the pending nomenclature TA done?

Second, there is a concermn being expressed by the House side that the statutory mixture language {sven with the
maedification options | sent you last week} would allow new chemicals to avoid section 5 treatment. What follows below
is a draft of a savings clause that would apply to the statutory mixture provisions that is intended to ensure that does
not happen. Does it work?

"Notwithstanding subparagraph (A)(iii), a chemical substance that is a component of a mixture identified in
subparagraph (A)(ii1) shall be subject to Section 5 when not present in such mixture and if such chemical
substance is not included on the list established in paragraph (1)."

Finally, just a general question about class 2 and the Soap and Detergent assoc nomenclature system — how many

substances are included on these lists right now? Is EPA contemplating changing these, and if so, what sort of resources
would be required to do so? General response is fine on this one.
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Thanks
Michal
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/8/2016 7:21:49 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on Section 26

Michal — got it - checking. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Friday, April 08, 2016 3:18 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: SEction 26

Can vou pls turn this around quickly? Not tons of changes from last time you saw it, but includes a lot of the feedback

you provided before.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

eRes
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/28/2016 1:12:07 AM

To: Jacqueline Cohen [jackie.cohen@mail.house.gov}]
Subject: HEC TSCA TA request on rule making procedures
Jacqueline,

This TA responds to the request on rule making procedures.

Pasted below, for ease of reference, is the bill provision you are inquiring about (sec 6(¢c)(3)). You ask two
questions.

1. Why does the text provide that references to 556 and 557 in 553 are disregarded?

Response: This is text from current TSCA, and we do not know why it was included. It seems unnecessary,
since the references to 556 and 557 in 553 merely provide that 556 and 557 procedures will apply rather than
553 procedures where a statute requires rulemaking to be on the record, and TSCA does not require rulemaking
to be on the record. A reasonable guess is that, because existing TSCA 6(c)(3) provides for informal hearings,
including opportunity for cross-examination, Congress may have wanted to be clear that these hearing
provisions did not convert the rulemaking into one that is "on the record". If that was the reason for including
this language, then it would be even more unnecessary under the bill, since the informal hearing provisions have
been dropped.

2. Are the subparagraphs redundant with the APA?

Response: They are largely redundant but not completely. Subparagraph (A) requires a section 6(a) proposal to
state with particularity the reasons for the proposed rule, whereas APA 553 requires only a general notice of
proposed rulemaking. Beyond that, we do not see any requirements in this paragraph that would not apply
anyway under the APA. Again, it may be that the main reason for including all of (3) in current TSCA was to
add the informal hearing requirements. Congress may have felt the need, in adding the hearing requirements, to
specify that the rulemaking would otherwise proceed under 553. So, again, these provisions may be more
unnecessary under the bill than they are under current TSCA.

6  “‘(3) PROCEDURES.—When prescribing a rule

7  under subsection (a) the Administrator shall proceed
8 in accordance with section 553 of title 5, United

9 States Code (without regard to any reference in such
10 section to sections 556 and 557 of such title), and
11 shall also—

12 ““(A) publish a notice of proposed rule-

13 making stating with particularity the reason for

14 the proposed rule;

15 ““(B) allow interested persons to submit

16  written data, views, and arguments, and make

17  all such submissions publicly available;

18 “(C) promulgate a final rule based on the

19  matter in the rulemaking record; and

20 ““(D) make and publish with the rule the

21  determination described in subsection (a).”’;
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This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsvlvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

On Apr 27, 2016, at 4:57 PM, Cohen, Jacqueline <jackie cohen@mail house gov> wrote:

Sven,
Can you get us some TA on paragraph (3) on page 48 of the discussion draft you saw (April 22nd version)? We

are wondering why the references to 556 and 557 are disregarded and whether the subparagraphs are redundant
with the APA?

ED_002117_00008071-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/11/2016 7:48:27 PM

To: 'Karakitsos, Dimitri (EPW)' [Dimitri_Karakitsos@epw.senate.gov]

Subject: RE: SEPW TSCA TA on nomenclature

checking

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Karakitsos, Dimitri (EPW) [mailto:Dimitri_Karakitsos@epw.senate.gov]
Sent: Friday, March 11, 2016 2:48 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Re: SEPW TSCA TA on nomenclature

Thanks - anvy ta vou can provide on who are "workers?” does it mean people who manufacture with the raw
chemical or anvone with a job from mowing laws to working at a restaurant.

Thinking in the context of our vulnerable populations definition.

From: Kaiser, Sven-Erik

Sent: Friday, March 11, 2016 2:41 PM

To: Karakitsos, Dimitri (EPW)

Subject: RE: SEPW TSCA TA on nomenclature

Dimitri, heads up that we provided overlapping TA on the same subject to Michal. She framed the request a
little differently, EPA’s TA is consistent. Please let me know if ok to share this TA with Michal. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik

Sent: Friday, March 11, 2016 12:13 PM

To: 'Karakitsos, Dimitri (EPW)' <Dimitri Karakitsos@epw.senate.gov>
Subject: SEPW TSCA TA on nomenclature

Dimitri, this responds to your TA request on nomenclature. Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser
U.S. EPA
Office of Congressional and Intergovernmental Relations
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1200 Pennsylvania Ave., NW (1305A)
Washington, DC 20460
202-566-2753

1. Is the Senate nomenclature language, both Class 2 and statutory mixtures, simply codifying EPA’s current
practice with regards to those substances?

EPA interprets section 8(b)(3){A)(i) as a requirement to continue its current practice of allowing Class 2 chemical
substances to be named and listed as discrete entries on the TSCA Inventory. EPA also interprets this provision
as allowing EPA to retain technical discretion to ensure that Class 2 chemical naming is done correctly.

Similarly, EPA interprets section 8(b){3){A){ii) as a requirement to continue its current practice of allowing Class 2
chemical substances to be named according to the SDA nomenclature system. EPA also interprets this provision
as allowing EPA to retain technical discretion to ensure that SDA naming is done correctly.

EPA interprets section 8(b)(3){A)(iii) as a statutory ratification of the scopes of these particular Inventory listings,
as listed in the TSCA Inventory, in a manner consistent with appendix A of volume | of the 1985 edition of the
Toxic Substances Control Act Substances Inventory (EPA Document No. EPA-560/7-85—-002a). However, the
phrase “including, without limitation” could be interpreted to broaden the scope of statutory mixtures currently
recognized by EPA. If the intent is to simply codify EPA’s current practice, it should be clarified that the list of ()
through (V1) is an exclusive list. Further, while EPA can interpret the phrase “all components of categories that
are considered to be statutory mixtures under this Act,” the phrasing is awkward and it could be improved to
reduce the chance of confusion. The following would be clearer: “all chemical substances described by the
following category listings, when manufactured as described in the appendix A of volume | of the 1985 edition of
the Toxic Substances Control Act Substances Inventory (EPA Document No. EPA-560/7-85-002a).”

EPA’s interpretation of 8(b)(3)(B) is that this provision is wholly inoperative, since EPA is not aware of any
“existing guidance” that would trigger 8(b)(3){B)(i), or duplicate listings on the Inventory that would implicate
8(b){(3){B)(ii). If this provision is not inoperative, the legislative history in the Senate Committee Report reflects a
clear intent that it do something other than merely codify EPA’s current practices. Specifically, the Report
asserts on page 20 that currently “numerous nomenclature conventions exist that may prevent the efficient
distribution of chemicals into commerce,” and it explains that the nomenclature provisions “will resolve these
issues” by establishing new requirements for EPA. The Report also indicates that the nomenclature provisions
will “enable[] similar substances to rely on the Inventory listing of an existing substance.” This appears to be a
reference to narrowing the scope of substances that will require review under Section 5, due to nomenclature
changes.

2. Is EPA aware of widespread (or any instances) where current Class 2 or statutory mixture language has been
abused or used to circumvent Section 5 by allowing entirely new chemicals to market without going through
the pmn process?

EPA has taken a limited number of enforcement actions related to overly broad interpretation of the coverage
of Class 2 chemicals on the Inventory. In addition, many manufacturers have sought confirmation from EPA that
chemicals they intend to manufacture are covered by Class 2 chemicals on the Inventory and not subject to PMN
requirements. In many of these cases, the Agency has responded that PMNs would be required.

From: Karakitsos, Dimitri (EPW) [mailto:Dimitri_Karakitsos@epw.senate.gov]
Sent: Thursday, March 03, 2016 1:53 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA on nomenclature
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Sven — there seems to be continued confusion over the Senate’s nomenclature provisions. | know you all are working on
a lot for us and we appreciate it but wanted to ask if someone could fairly quickly respond to two specific questions that

are designed to be easy answers.

Is the Senate nomenclature language, both Class 2 and statutory mixtures, simply codifying EPA’s current

practice with regards to those substances?
Is EPA aware of widespread {or any instances) where current Class 2 or statutory mixture language has been

abused or used to circumvent Section 5 by allowing entirely new chemicals to market without going through the

pmn process?

Any help with this would be much appreciated.

Thanks,

Dimitri
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/19/2016 5:52:11 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]; 'Deveny, Adrian (Merkley})'
[Adrian_Deveny@merkley.senate.gov]; 'Black, Jonathan (Tom Udall)' [Jonathan_Black@tomudall.senate.gov]
Subject: TSCA TA on HLC section 14 (4-18)

Attachments: Markey. TSCA TA.section 14 Senate to House (4-18).docx

Michal, Jonathan and Adrian,
The attached TA responds to the request to compare section 14 - SLC and HLC (4-18) versions. Next up -
section 26.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

This language is provided by EPA as technical assistance in response to a congressionol request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft languoge and the comments.

10
1
12
13
14
15
16
17
18
19
20
21

[DISCUSSION DRAFT]
SEC. 1 . CONFIDENTIAL INFORMATION.

Section 14 of the Toxic Substances Control Act (15
U.S.C. 2613} is amended to read as follows:

“SEC. 14. CONFIDENTIAL INFORMATION.

“(a) IN GENERAL.—Except as provided in this sec-
tion, thatthe Administrator shall notdisclose information that
is exempt from disclosure pursuant to subsection {(a) of
section 552 of title 5, United States Code, by reason of
subsection {b)(4) of that section—

“(1) that is reported to, or otherwise obtained
by, the Administrator under this Act;and
“(2) for which the requirements of subsection

(c) are met.

In any proceeding under section 552(a) of title 5, United

States Code, to obtain information the disclosure of which

has been denied because of the provisions of this sub-

section, the Administrator may not rely on section
552(b)(3) of such title to sustain the Administrator’s ac-

tion.

“(b) INFORMATION NOT PROTECTED FrROMDiscLo-

SURE.—

FAVHLO\0418161041816.252.xm (62789618}
April 18, 2016 (3:08 p.m.)

ED_002117_00008074-00001



FAKMIMIAECTSCASECI4 02.XML

[Discussion Draft]

2

-+ Commented [A1]: This revised version of this

paragraph is problematic. By saying that (a) does not
prohibitithe disclosure of unprotected information on
the grounds that such information contains
information described ini{a}; it indicates that (a)
information is something other than {b) information.
In fact, (b} is a carveout from (o), and information
that {b) requires to be disclosed may well be
information deseribed in subsection {a). The effect of
this provision seenis to bie that all {a) information
that appears in (b} information must be withheld

1 “(1) MIXED CONFIDENTIAL AND NONCON-
2 FIDENTIAL INFORMATION.—Subsection (a) does not
3 prohibit the disclosure of information that is not
4 protected from disclosure under this section on the
5 basis thatsuch information contains information de-
6 scribed in subsection (a), subject to the condition
7 that the Administrator shall protect from disclosure
& the information described in subsection (a) in dis-
9 closing the information thatis not protected from

10 disclosure.

11 “(2) oDATA¢ FROM HEALTH AND SAFETY

12 STUDIES.—@Subject fo paragraph (l).¢ subsection

13 (a) doesnotprohibitthe disclosure of—

14 “(A) any health and safety study which is

15 submitted under this Act with respectto—

16 “(i) any chemical substance or mix-

17 ture which, on the date on which such

18 study is to be disclosed has been offered

19 for commercial distribution; or

20 “(ii) any chemical substance or mix-

21 ture for which testing is required under

22 section 4 or for which notification is re-

23 quiredundersection5; and

24 “(B) any edataé reported to, or otherwise

25 obtained by, the Administrator froma health

FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

which Targely renders (b) inaperative;

Commented [A2]: This is notin SLC and is
i problematic, for the reason stated in above comment.
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FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

3

1 and safety study which relates to achemical

2 substance or mixture described in clause (i) or

3 (ii) of subparagraph (A).

4 This paragraph does not authorize the greleaseé of

5 any gdataé which discloses processes used in the

6 manufacturingor processingofachemical substance

7 or mixture or, in the case of a mixture, the gre-

8 leaseé of gdataé disclosing the portion of the mix-

9 ture comprised by any of the chemical substances in
10 the mixture. this is copied exactly from existing
1 law. should ‘daia’ be updated to ‘information and
12 ‘release be changed fo disclosure 1o conform with the
B rest of the bill?¢
14 “(3) OTHER INFORMATION NOT PROTECTED
15 FROM DISCLOSURE.—bSubject to paragraph (1),é
16 subsection (a) does not prohibit the disclosure of—
17 “(A) arisk evaluation published under sec-
18 tion 6;
19 “(B) any general information describing
20 the manufacturing volumes, expressed as spe-
21 cific aggregated volumes or, if the Adminis-
2 trator determines that disclosure of specific ag-
VA gregated volumes would reveal confidential in-
4 formation, expressed in ranges; or

FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

Commented [A3]: Not different from the Senate
| version. We are fine with the wording changes
{ suggested here,

Commented [Ad]: Problematic per comment above,
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FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)

4

“(C) a general description of a process
used in the manufacture or processing and in-
dustrial, commercial, or consumer functions and
uses of a chemical substance, mixture, or article
containing a chemical substance or mixture, in-
cluding information specific to an industry or
industry sector that customarily would be
shared with the general public or within an in-
dustry orindustry sector.

“(4) BANS AND PHASE-OUTS.—

“{A)} IN GENERAL.—If the Administrator
promulgates a rule pursuant to section 6(a)
thatestablishes aban or phase-out with respect

to a condition of use of a chemical substance or

mixture, the protection from disclosure of any
information under this section with respect to
the chemical substance or mixture shall be pre-
sumed to no longer apply, subject to subsection
{g)(1)(E) and subparagraphs (B) and (C).
“(B) LIMITATIONS.—
“(i) CriTicAL USE.—In the case of a
chemical substance or mixture for which a
specific condition of use is subjectto gan
exemption pursuant to section 6(f)¢ @ ‘crit-

ical use’ exemptions, need to check this ref-

(62789618}

' Commented [A5]: It seems confusing that this has

now been changed to state, as the general ease, that
any information relating to a chemieal for whicha
single uise has been banned or phased out shall
presumptively bie released; and then to usethe
Ilimitations in B to make the fairly intuitive point that

i only information relating Lo that use should be
{ disclosed,
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FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

5
1 erenced, if the Administrator establishes a
2 ban or phase-out described in subpara-
3 graph (A) with respect to the chemical
4 substance or mixture, the presumption
5 against protection under such subpara-
6 graph shall only apply to information that
7 relates solely to any conditions of use of | Commented [A6]: Confusing, because (A) applies
only to a specific use. This seems to literally say that,
8 the chemical substance or mixture which i aton o e e e e
han the exempt one, even though most of them are
9 the exemption does not apply. not banned,
10 “(ii) EXPORT.—In the case ofa chem- Commented [A7]: Need “to” before “which”
11 ical substance or mixture for which there is
12 manufacture, processing, or distribution in
13 commerce that meets the conditions of sec-
14 tion 12(a)(1), if the Administrator estab-
15 lishes a ban or phase-out described in sub-
16 paragraph (A) with respectto the chemical
17 substance or mixture, the presumption
18 against protection under such subpara-
19 graph shall only apply to information that
20 relates sol ely to oany other manufacturing,
21 processing, or distribution in commerced .t Commented [AB]: Again, suggests that all
""""""""""""" infermation relating to all Uses bittthe export use
22 @is this correct? or should it be ‘any condi- ;zz‘;gsai’fnﬁfa“d‘ =ven though only one st has
23 tion of use other than such wmanufacture,
24 processing, or distribution in commerce ¢, | Commented [A9]: It's not the condition of use that's
' the liln‘iit on th¢ presumption of disclosure, is‘tl}e fact
25 of the chemical substance or mixture, un- f:l‘:;;;;‘fs"i‘f“t“"e for export. Leave the original
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)
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FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

6

1 less the Administrator makes the deter-

2 mination in section 12{a)(2).

3 “(iii}) PARTIAL BANS AND PHASE-

4 outs.—In the case of a chemical sub-

5 stance or mixture for which the Adminis-

6 trator establishes a ban or phase-out de-

7 scribed in subparagraph (A) with respect

8 to a specific condition of use of the chem-

’ leallsubstance outaixre, the presymption g
10 against protection under such subpara-
1 graph shall only apply to information that
12 relates solely to the condition of use of the
13 chemical substance or mixture for which
14 the banor phase-outisestablished.
15 “{C) REQUEST FOR NONDISCLOSURE.—
16 “(i) IN GENERAL.—A manufacturer
17 or processor of a chemical substance or
18 mixture subject to a ban or phase-out de-
19 scribed in this paragraph may submit to
20 the Administrator, within 30 days ofre-
21 ceiving a notification under subsection
22 (g)(2)(A), a request, including documenta-
23 tion supporting such request, that someor
24 all of the information to which the notice
25 applies should not be disclosed or that its

FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)
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FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

7
1 disclosure should be delayed, and the Ad-
2 ministrator shall review the requestunder
3 subsection (g}(1}(E).
4 “(ii) EFFECT OF NO REQUEST OR DE-
5 NIAL—If no request for nondisclosure or
6 delay is submitted to the Administrator
7 under this subparagraph, or the Adminis-
8 trator denies such a request under sub-
9 section (g)({1)(A), the Administrator shall
10 promptly make the information public.
11 “(5) CERTAIN REQUESTS.—If a request is made
12 to the Administrator under section 552(a) of title 5,
13 United States Code, for information greported to  or
14 otherwise obtained by the Adminisirator under this
15 FfAct / title=¢ that is not protected from disclosure
16 under this subsection, the Administrator may not
17 deny the request on the basis of section 552(b}(4)
18 of title 5, United States Code.
19 “{c}) REQUIREMENTS FOR  CONFIDENTIALITY
20 CrLAMS.—
21 “(1) ASSERTION OF CLAIMS.—
22 “(A)} IN GENERAL.—A person seeking to
23 protect from disclosure any information that
24 person submits under this @Act / fitle?¢ (in-
25 cluding information described in paragraph (2}]
FAVHLCV041816\041816.252.xml (627896|8)
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1 shall assert to the Administrator a claim for
2 protection from disclosure concurrent with sub-
3 mission of the information, in accordance with
4 such rulesregardinga claim for protection from
5 disclosure as the Administrator has promul-
6 gated or may promulgate pursuant to this
7 gtitleé.
8 “(B) INcLUSION.—An assertion of a claim
9 under subparagraph (A) shall include a state-
10 ment that the person has—
I “(i) takenreasonable measuresto pro-
12 tect the confidentiality of the information;
13 “(ii) determined that the information
14 isnotrequired to be disclosed or otherwise
15 made available to the public under any
16 other Federal law;
17 “(iii) a reasonable basis toconclude
18 that disclosure of the information is likely
Y to cause substantial harm to the competi-
20 tive position ofthe person; and
21 “(iv) areasonable basis to believe that
2 the information is not readily discoverable
VA through reverse engineering.
24 “{C) ADDITIONAL REQUIREMENTS FOR
25 CLAIMS REGARDING CHEMICAL IDENTITY IN-
FAVHLCY041816\041816.252.xml (627896|8)
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9
1 FORMATION.—In the case of a claim under sub-
2 paragraph (A) for protection from disclosure of
3 a specific chemical identity, the claim shall in-
4 clude a structurally descriptive generic name for
5 the chemical substance that the Administrator
6 may disclose to the public, subject to the condi-
7 tion that such generic name shall—
8 “(i) obe consistent with guidanceé
9 gsee questions below regarding guidanced,
10 issued by the Administrator underpara-
11 graph (4)(A); and
12 “(ii) describe the chemical structure
IE of the chemical substance as specifically as
14 practicable while protecting those features
15 ofthe chemical structure—
16 “(1) that are claimed as confiden-
17 tial; and
18 “(I1} the disclosure of which
I would be likely to cause substantial
20 harm to the competitive position of
21 the person.
2 “(2) INFORMATION GENERALLY NOT SUBJECT
23 TO SUBSTANTIATION  REQUIREMENTS.—The  fol-
4 lowing informationg, as identified by the Adminis-
2 trator,?¢ othis would clarify that the Administrator
FAVHLCY041816\041816.252.xml (627896|8)
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ED_002117_00008074-00009



FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

10
! could ask for information if needed fo prove that
2 something falls into one of these categories, as dis-
3 cussedé. shall not be subject to substantiation re- | Commented [A11]: The addition of “as identified by
the Adniinistrater’! would likely significantly addto
4 quirements under paragraph (3): e e s e
plece of information only after the Administrator has
5 “(A) Specific information describing the “identified” it (not sure what that means, but it
| appavently s a step that would have to happen).
6 processes used in manufacture or processing of
7 achemical substance, mixture, or article.
8 “(B) Marketing and sales information.
9 “(C) Information identifying a supplier or
10 customer.
11 “(D)} In the case of a mixture, details of
12 the full composition of the mixture and the re-
13 spective percentages of constituents.
14 “(E) Specific information regarding the
15 use, function, or application of a chemical sub-
16 stance or mixture in a process, mixture, or arti-
17 cle.
18 “(F) Specific production or importvolumes
19 of themanufacturer.
20 “(G) Prior to the date on which a chemical
21 substance is first offered for commercial dis-
22 tribution, the specific identity of the chemical
23 substance, including the chemical name, molec-
24 ular formula, Chemical Abstracts Service num-
25 ber, and other information that would identify
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)
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1 the specific chemical substance, if the specific

2 identity was claimed as confidential at the time

3 itwas submitted in a notice under section 5.

4 “(3) SUBSTANTIATION REQUIREMENTS.—ExX-

5 cept for information described in paragraph (2), a

6 person asserting a claim to protectinformation from

7 disclosure under this section gshall substantiate the

8 claim, in accordance with rules promulgated, and

consistent with guidance developed,é othis seems
10 weird from an APA perspective - if a person is statu-
11 torily required to follow the guidance, it would prob-
12 ably end up being treated the same as a rule from a
13 procedural standpoint, so to the extent that letting the
14 Administrator do some things through guidance in-
15 stead of a rule is intended to obviate the need for  full
16 rulemaking procedures, this might negate that. if that
17 is a problem, might be better to say something more
18 general here, like ‘shall substantiate the claim in  ac-
19 cordance with such requirements as the Administrator
20 may fesmblz'shﬂ ‘¢ by the Administrator.
21 “(4) GuiDANCE.—The Administrator shall de-
22 velop gguidanceé aso, just checking, is this intended
23 to be true guidance, or is it meant to be required to
24 be followed? (1)(C) and (d)(4), (5), and (6) make it
25 sound like they are requirementsé regarding—
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

- Commented [A12]: EPA has similarly commented
that the Senate bill in certain respects treats guidance |

as rules. However, we helleve we would have

i credible argunments to develop such guidance withoul
| notice and comment rulemaking,

ED_002117_00008074-00011




FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

12
“(A) the determination of structurally de-

scriptive generic names, in the case of claims
for the protection from disclosure of specific
chemical identity; and
“(B) the content and form of the state-
ments of need and agreements required under
paragraphs (4}, (5), and (6] of subsection (d).
“(5) CERTIFiCATION.—An authorized official of
a person described in paragraph (1}(A) shall certify
that the statement required to assert a claim sub-
mitted pursuant to paragraph (1)(B}, and any infor-
mation required to substantiate a claim submitted
pursuant to paragraph (3}, are true and correct

“{d) EXcEePTIONS TOo PROTECTION FroM DIscLO-

15 sure.—Informationdescribed insubsection (a)—

Commented [A13]: Needs to be dropped

16 “(1) shall be disclosed to an officer or employee

17 of the United States—

18 “(A) in connection with the official duties

19 of that person under any law for the protection

20 ofhealth orthe environment; or

21 “(B) for a specific law enforcement pur-

22 pose;

23 “(2) shall be disclosed to a contractor of the

24 United States and employees of that contractor 1f—
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

ED_002117_00008074-00012



FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

13

1 “(A) if, in the opinion of the Adminis-

2 trator, the disclosure is necessary for the satis-

3 factory performance by the contractor of a con-

4 tract with the United States for the perform-

5 ance of work in connection with this Act; and

6 “(B) subject to such conditions as the Ad-

7 ministrator may specify;

8 “(3) shall be disclosed if the Administrator de-

9 termines, without consideration of costs or other
10 non-risk factors, that disclosure is necessary to pro-
1 tect health or the environmentagainstan unreason-
12 able risk of injury to health or the environment, in-
13 cludinganunreasonablerisk to apotentially exposed
14 or susceptible subpopulation identified as relevant by
15 the Administratorunder the conditions ofuse;
16 “(4) shall be disclosed to a State, political sub-
17 division of a State, or tribal government, on written
18 request, for the purpose of administration or en-
19 forcement of a law, if such entity has 1 or more ap-
20 plicable agreements with the Administrator thatare
21 consistent with the gguidanced developed under sub-
22 section {c}(4)(B) and ensure that the entity will take
23 appropriate measures, and has adequate authority,
24 to maintain the confidentiality of the information in
25 accordance with procedures comparable to the proce-

FAVHLCY041816\041816.252.xml (627896|8)
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1 dures used by the Administrator to safeguard the in-
2 formation;

3 “(5) shall be disclosed to a health or environ-
4 mental professional employed by a Federal or State
5 agency or tribal governmentor a treating physician
6 or nurse in a nonemergency situation if such person
7 provides a written statement of need and agrees to
8 sign awritten confidentiality agreement with the Ad-
9 ministrator, subjectto the conditions that—

10
i

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)

“(A) the statement of need and confiden-
tiality agreementare consistent with the gguid-
anced developed under subsection (c)(4)(B);

“(B) the statement of need shall be a
statement that the person has a reasonable
basis to suspectthat—

“(i) the information is necessary for,
or will assistin—
“(I) the diagnosis or treatmentof
1 ormoreindividuals; or
“(I1} responding to an environ-
mental release or exposure; and
“(ii) 1 or more individuals beingdiag-
nosed or treated have been exposed to the
chemical substance or mixture concerned,

or an environmental release of or exposure

(62789618}

ED_002117_00008074-00014



FAKMIMIAECTSCASECI4 02.XML [Discussion Draft]

15

1 to the chemical substance or mixture con-

2 cerned has occurred; and

3 “(C) the person will notuse the informa-

4 tion for any purpose other than the health or

5 environmental needs asserted in the statement

6 of need, except as otherwise may be authorized

7 by the terms of the agreement or by the person

8 who has a claim under this section with respect

9 to the information, gexcept that nothing in this
10 title prohibits the disclosure of any such infor-
11 mation through discovery, subpoena, other
12 courtorder, or any other judicial process other-
13 wise allowed under applicable Federal or State
14 lawé othis is a pretty broad statement. why is
15 it being placed here, and not somewhere more
16 general in the section?é,;
17 “(6) shall be disclosed in the event of an emer-
18 gency, to a treating physician, nurse, agent of a poi-
19 son control center, public health or environmental
20 official of a State, political subdivision of a State, or
21 tribal government, or first responder (includingany
22 individual duly authorized by a Federal agency,
23 State, political subdivision of a State, or tribal gov-
24 ernment who is trained in urgent medical care or
25 other emergency procedures, including a police offi-

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)
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1 cer, firefighter, or emergency medical technician) if

2 such person requests the information, subject to the

3 conditions that such person shall—

4 “(A) have a reasonable basis to suspect

5 that—

6 “(i) a medical, public health, or envi-

7 ronmental emergency exists;

8 “(ii) the information is necessary for,

9 or will assist in, emergency or first-aid di-
10 agnosisor treatment; or
11 “(iii) 1 or more individuals being di-
12 agnosed or treated have likely been ex-
13 posed to the chemical substance or mixture
14 concerned, or a serious environmental re-
15 lease of or exposure to the chemical sub-
16 stance or mixture concerned has occurred;
17 “(B) if requested by a person who has a
13 claim with respectto the information under this
19 section—
20 “(i) provide a written statement of
21 need and agree to sign a confidentiality
22 agreement, as described in paragraph (5);
23 and
24 “(ii) submit @ro the person who has the
25 claim? or to the Administrator? or  both?¢

FAVHLCV041816\041816.252.xml (627896|8)
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-1 Commented [AT5]: The addition of this, and the

attempt to keep referencingpara 2 in 1, is
urinecessary and canfusing; as reflected in the
italicized questions below. 2 operates on its own,

17
1 such statement of need and confidentiality
2 agreementas soon as practicable, but not
3 necessarily before the information is dis-
4 closed;
5 “(7) may be disclosed if the Administrator de-
6 termines that disclosure is relevant in a proceeding
7 under this Act, subject to the condition that the dis-
8 closure is made in such a manner as to preserve con-
9 fidentiality to the smaximumdé extent practicable
10 without impairing the proceeding; gor / andd
11 “(8) shall be disclosed if the information is re-
12 quired to be disclosed or otherwise made public
13 under any other provision of Federal law.
14 “(e) DUrATION OF PROTECTION FroM DiscLo-
15 SURE.—
16 “(1) IN GENERAL.—Subject to paragraph (2},
17 the Administrator shall protect from disclosure in-
18 formation described in subsection (a)—
19 “(A) in the case of information described
20 in subsection (c}(2), until such time as—
21 “(i) the person that asserted the claim
22 notifies the Administrator that the person
23 is withdrawing the claim, in which case the
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

Commented [A16]: This absolute command to
protect information described in {a) creates issues,
since it does not account for the information
required to be disclosed under b, Thisisinline
with the commentabove = it suggests that{a)
information is always witholdable, which would be
a significant change in'operation of sec 14
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1 Administrator shall promptly make the in-
2 formation available to the public; or
3 “(ii) the Administrator gbecomes
4 aware that the information does not qual-
5 ify for protection from disclosure under
6 this sectioné ewould this have to go
7 through the review process in paragraph (2)
8 first?¢, in which case the Administrator | Commented [A17]: Our understanding is that this is
review that can happen before the period specified
9 shall take any actions required under sub- I paragraph () Pars (2) s completely separace,
10 section (f); and gshould this instead be that
11 the Administrator reviews the claim under
12 (2) and decides it no longer qualifies? if
13 not, how does a review there interact with
14 this?¢. | Commented [A18]: Same comment This is not a
part of review under (2). 2 is solely for extensions to
15 “(B) in the case of information other than e perion
16 information described in subsection (c}){2)—
17 “(i) for a period of 10 years gfrom the .| Commented [A19]: Again, (II) would be very
‘ confusing. We have read this as meaning (1) (and
1 date on which— e i s s s b
19 “(1) othe person submits the in-
20 Sformation to the Administrator, oré
21 “(I1) othe Administrator makes a
22 determination that the claim continues
23 to meet the relevant requirements of
24 this section afier requiring a person fo
FAVHLCY041816\041816.252.xml (627896|8)
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! reassert and substantiate or resubstan-
2 tiate a claim under paragraph (2)¢; or
3 “(ii) if applicable before the expiration
4 of such 10-year period or anyextension
: e (it BT
6 such time as— { years untess Lo ll ocenry
7 “(I) the person that asserted the
8 claim notifies the Administrator that
9 the person is withdrawing the claim,
10 in which case the Administrator shall
11 promptly make the information avail-
12 able to the public; or
13 “(I1) the Administrator gbecomes
14 aware that the information does not
15 qualify for protection from disclosure
16 under this sectioné, in which case the
17 Administrator shall take anyactions
18 required under subsection (g). gas
19 above regarding inferaction with para-
20 graph (2)é .| Commented [A21]: Recommend not adding
21 “{2) EXTENSIONS.—
0 “(A) IN GENERAL.—In the case of infor-
23 mationotherthan informationdescribed insub-
24 section [c){ 2], notlater than the date thatis 60 c?h':l;‘:r?;ﬁ (EfLZHde (;F Es;;;g;r;:ﬁt%y;;:::;;ssaly
25 days before the expiration of the period de- Eﬁggf;;;‘;f‘;;:;?f:;&ﬁm oy Hhings
FAVHLCY041816\041816.252.xml (627896|8)
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1 scribed in paragraph {1)(B), the Administrator
2 shall provide to the person that asserted the
3 claim a notice of the impending expiration of
4 the period.
5 “(B) REQUEST.—
6 “(i) IN GENERAL.—Not later than the
7 date that is 30 days before the expiration
8 of the period described in paragraph
9 (1)(B), a person reasserting the relevant
10 claim shall submit to the Administrator a
11 request for extension substantiating, in ac-
12 cordance with subsection (c)(3), the need
13 to extend the period.
14 “(ii) ACTION BY ADMINISTRATOR.—
15 Not later than the date of expiration of the
16 period described in paragraph (1)(B), the
17 Administrator shall, in accordance with
18 subsection (g)(1)—
19 “(review the requestsubmitted
20 under clause (i};
21 “(I1} make a determination re-
22 garding whether the claim for which
23 the request was submitted continues
24 to meet the relevant requirements of
25 thissection; and
FAVHLCV041816\041816.252.xml (627896|8)
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1 “(Il1){aa) grant an extension of
2 10 years;or
3 “(bb)deny the request.
4 “(C)} No LIMIT ON NUMBER OF EXTEN-
5 sioNs.—There shall be no limitonthe number
6 of extensions granted under this paragraph, if
7 the Administrator determines that the relevant
8 request under subparagraph (B){(i)—
9 “(i) establishes the need to extend the
10 period; and
11 “(ii) meets the requirements estab-
12 lished by the Administrator.
13 “(f) REVIEW AND RESUBSTANTIATION.—
14 “(1) DISCRETION OF ADMINISTRATOR.—The
15 Administrator may requireg, under this subsection,é
16 owhat does this add? okay to strike 2 any person
17 thathas claimed protection for information from dis-
18 closure under this section, whether before, on, or
19 after the date of enactment of the Frank R. Lauten-
20 berg Chemical Safety for the 21st Century Act, to
21 reassertand substantiate or resubstantiate the claim
22 in accordance with subsection (c}—
23 “(A) after the chemical substance is gdes-
24 ignated as a high-priority substance under sec-
25 tion 6(b)é gneed to check this referenced;

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)
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Commented [A23]: | agree that ‘under this

| subsection” does not add anything and may be
i stricken without adverse impact.
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1 “(B) for any echemical substance des-

2 ignated as an inactive substance under section

3 8(b)(4)(A)(iii)é oneed to check this  referenced,;

4 or

5 “(C) if the Administrator determines that

6 disclosure of certain information currently pro-

7 tected from disclosure would be important to

8 assist the Administrator in conducting risk

9 evaluations or promulgating rules under section
10 6.
11 “(2} REVIEW REQUIRED.—The Administrator
12 shall review a claim for protection of information
13 from disclosure under this section and require any
14 person that has claimed protection for that informa-
15 tion, whether before, on, or after the date of enact-
16 ment of the Frank R. Lautenberg Chemical Safety
17 for the 21st Century Act, to reassert and substan-
18 tiate or resubstantiate the claim in accordance with
19 this section—
20 “(A) as necessary to determine whether
21 the information qualifies for an exemption from
22 disclosure in connection with a request for in-
23 formation received by the Administrator under
24 section 552 of title 5, United States Code;

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)

(62789618}

| Commented [AZ24]: Wrong The pointiof this isto
How review of inactive substances upon designation
tas active:
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1 “(B) if the Administrator has a reasonable
2 basis to believe that the information does not
3 qualify for protection from disclosureunder this
4 section; or
5 “(C) for any chemical substance the Ad-
6 ministrator determines in accordance with sec-
7 tion 06(b)(4)(A)é eneed to check this referencel
8 presents an unreasonable risk of injury to
9 health or the environment.
10 @"“(3) PERIOD OF PROTECTION.—If the Admin-
11 istrator requires a person to reassertand substan-
12 tiate or resubstantiate a claim under this paragraph,
I3 and determines that the claim continues to meet the
14 relevant requirements of this section, the Adminis-
15 trator shall protect the information subject to the
16 claim from disclosure for a period of 10 years from
17 the date of such determination, subject to any subse-
18 quent requirement by the Administrator under this
19 paragraph. @depending on answers in (1)(A). this
2 may be entively taken care of there. if so. strike this
21 subparagraph.éé
2 “(g) DUTIES OF ADMINISTRATOR.—
23 “{1) DETERMINATION.—
24 “{A) IN GeENERAL.—Except for claims re-
25 garding information described in subsection
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

-1 Commented [A25]: The context is different This

provision applies once the administrator has issued
an initial determination as necessary and 10 year
period has already passed. The other applies to the
first tinie a determination is made or information’is
submitted. Again, we find the effort to somehow link
1 and Z confuising and unnecessary. They deal with
different issues, and 2 can only be read to allow

_ extension of the applicable period under 1.
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(c)(2), the Administrator shall, subjectto sub-

paragraph (C), notlater than 90 days after the
receipt of a claim under subsection (c), and not
later than 30 days after the receipt of a request
for extension of a claim under subsection (e]or
arequestunder subsection (b}(4)(D), review
and approve, approve in part and deny in part,
or deny the claim or request.  @given what s in
(C) and (1)), what does this subparagraph  actu-

ally do?¢

“(B) REASONS FOR DENIAL.—If the Ad-
ministrator denies or denies in parta claim or
request under subparagraph (A) the Adminis-
trator shall provide to the person that asserted
the claim or submitted the request a written
statement of the reasons for the denial or de-
nial in part of the claim or request.

“(Q) SusseTs.—The Administrator
shall—

“(i) except for claims described in
subsection (c)(2)(G), review all claims or
requests under this section for the protec-
tion from disclosure of the specific identity

ofachemical substance; and

(62789618}

: Commented [A26]: We don't sce any problem with :

this provision, but (€} could'be madified to'state be

. general rule {including the 90-day tmeframe] and
| (A) could be dropped.
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“(ii) review a representative subset,
comprising atleast 25 percent, of all other
claims or requests for protection fromdis-
closure under this section.

“(D) EFFECT OF FAILURE TO ACT.—The
failure of the Administrator to make a decision
regardinga claim or requestfor protectionfrom
disclosure or extension under this section shall
not have the effect of denying or eliminating a
claim or request for protection from disclosure.

“(E) DETERMINATION OF REQUESTS
UNDER SUBSECTION (b)(4)(C).—With respect to
a request submitted under subsection (b}(4)(C),
the Administrator shall, with the objective of
ensuring that information relevant to the pro-
tection of health and the environment is dis-
closed to the gmaximumd extent practicable,
determine whether the documentation provided
by the person rebuts what shall be the pre-
sumption of the Administrator thatthe public
interestin the disclosure of the information out-
weighs the public or proprietary interest in
maintaining the protection for all ora portion

of the information that the person has re-

(62789618}
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quested notbe disclosed or for which disclosure
be delayed.
“(2) NOTIFICATION.—

“(A) IN GENERAL.—Exceptas provided in
subparagraph (B) and subsections (b), (d), and
(e), if the Administrator denies or denies in
part a claim or request under paragraph (1),
concludes, in accordance with this section, that
the information does not qualify gor no longer

qualifiesé oredundant. okay to strike?é for pro-

tection from disclosure, intends to disclose in-
formation pursuant to subsection (d}, or pro-
mulgates a rule under section 6(a) establishing
a ban or phase-out with respecttoa chemical
substance or mixture, the Administrator shall
notify, in writing, the person that asserted the
claim or submitted the request of the intent of
the Administrator to disclose the information.
The notice shall be furnished by gcertified mail
(return receipt requested), by personal delivery,

or by any other / gny?¢ means that allows

Commented [A27]: | agree that "or no longer

ualifies” is unnecessary and could be stricken

without adverse impact,

verification of the fact and date of receipt.
“(B) DISCLOSURE OF INFORMATION.—Ex-
cept as provided in subparagraph (C), the Ad-

ministrator shall not disclose information under

(62789618}

Commented [A28]: Certified mail is intended to

How verification of the fact and data receipt, sgis
ersonal delivery of its done right Sol think "any

ather” is better; but either one woild work.
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1 this subsection until the date that is 30 days

2 after the date on which the person thatasserted

3 the claim orsubmitted the requestreceivesnoti-

4 ficationunder subparagraph (A).

5 “(C) EXCEPTIONS.—

6 “(i}) FIFTEEN DAY NOTIFICATION.—

7 For information the Administratorintends

8 to disclose under subsections (d}(3), (d}(4),

9 (d)(5), and (i), the Administrator shall not
10 disclose the information until the date that
11 is 15 days after the date on which the per-
12 son that asserted the claim or submitted
13 the request receives notification under sub-
14 paragraph (A), except that, with respectto
15 information to be disclosed under sub-
16 section (d){3), the Administrator deter-
17 mines that disclosure of the information is
18 necessary to protect againstan imminent
19 and substantial harm to health or the envi-
20 ronment, in which case no prior notifica-
21 tion shall be necessary.
22 “(ii) NOTIFICATION AS SOON AS PRAC-
23 TicABLE.—For information the Adminis-
24 trator intends to disclose underparagraph
25 (6) of subsection (e}, the Administrator

FAVHLCY041816\041816.252.xml (627896|8)
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1 shall notify the person that submitted the
2 information that the information has been
3 disclosed as soon as practicable after dis-
4 closure of the information.
5 “(iii} NoO NOTIFICATION REQUIRED.—
6 Notification shallnotbe required—
7 “(I) for the disclosure of infor-
8 mation under paragraphs (1), (2),(7),
9 or {8) of subsection (d); or
10 “(I1) for the disclosure of infor-
11 mation for which—
12 “(aa) the Administrator has
13 provided to the person thatas-
14 serted the claim a notice under
15 subsection (e)(2}(A); and
16 “(bb) such person does not
17 submit to the Administrator are-
18 quest under subsection (e} (2}(B)
19 on or before the deadline estab-
20 lished in subsection (e)(2)(B)(i).
21 “(D) APPEALS.—
22 “(i} ACTION TO RESTRAIN DISCLO-
23 SURE.—If a person receives a notification
24 under this paragraph and believes the in-
25 formation is protected from disclosure
FAVHLCY041816\041816.252.xml (627896|8)
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2
1 under this section, before the date on
2 which the informationistobe disclosed
3 pursuant to subparagraph (B) or (C), the
4 person may bring an action to restrain dis-
5 closure ofthe informationin—
6 “(I) the United States district
7 court of the district in which the com-
8 plainant resides or has the principal
9 place of business; or
10 “(I1} the United States District
11 Court for the District of Columbia.
12 “(ii) No DISCLOSURE.—
13 “{I} In GENERAL—The Admin-
14 istrator shall not disclose any infor-
15 mation ;tihat is the subject of anap-
16 peal under this paragraph before the
17 date on which the applicable court
18 rules on an action under clause (i).
19 “(I1} ExceptioN.—Subclause (1)
20 shall not apply to disclosure of infor-
21 mation described under subsections
22 (d)(4) and (i}.
23 “(3) REQUEST AND NOTIFICATION SYSTEM.—
24 The Administrator, in consultation with the Director
25 of the Centers for Disease Control and Prevention,
FAVHLCY041816\041816.252.xml (627896|8)

April 18, 2016 (3:08 p.m.)

- Commented [A29]: Note that this, read literally,

prevents any disclosure of the information pending
appeal, even if the diselosure 1s not related to the
appeal For exaniple, it EPA provides notite of intent
to release information because EPA has found it dues
not qualify for pratection or hecaise EPA'has denied
the claim, this provision would prevent EPA from
releasing the information to a contractor during the
appeal. We assume that was not the intent. That
broad reading could be corrected by rewording {1) as
follows: “If an appeal is filed under this paragraph;
the Administrator shall not carry out the disclosure of
information as described in the notification under
this paragraph before the date on which the
applicable courtrules on'the action undey clause (1)
[Note that this comment applies to the Senate

provision as well: this is fiot an issue created by HEC
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3

1 shall develop a request and notification system that,

2 in a format and language that is readily accessible

3 and understandable, allows for expedient and swift

4 access to information disclosed pursuantto para-

5 graphs (5) and (6] of subsection (d).

6 “(4) UNIQUE IDENTIFIER.—The Administrator

7 shall—

8 “(A)(i) develop a system to assign a

9 unique identifier to each specific chemical iden-
10 tity for which the Administrator approves a re-
11 quest for protection from disclosure, which shall
12 not be either the specific chemical identity or a
13 structurally descriptive generic term; and
14 “(ii) apply that identifier consistently to all
15 information relevant to the applicable chemical
16 substance;
17 “(B) annually publish and update alist of
18 chemical substances, referred to by unique iden-
19 tifier, for which claims to protect the specific
20 chemical identity from disclosure have been ap-
21 proved, including the expiration date for each
2 such claim;
23 “(C) ensure thatany nonconfidential infor-
24 mation received by the Administrator with re-
25 spect to a chemical substance included on the

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)
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1 listpublished under subparagraph (B) while the
2 specific chemical identity of the chemical sub-
3 stance is protected from disclosure under this
4 section—
5 “(i) @is made public; andé grhis seems
6 to contradict the policy described in  the
7 meeting that not all nonconfidential infor-
8 mation needs to affirmatively be made pub-
9 lic. how does this subparagraph fit in to
10 that policy?e,
1 “(ii) identifies the chemical substance
12 using the unique identifier; and
13 “(D) for each claim for protection of a spe-
14 cific chemical identity that has been denied by
15 the Administrator or expired, or that has been
16 withdrawn by the person who asserted the
17 claim, and for which the Administrator has
18 used a unique identifier assigned under this
19 paragraph to identify the specific chemical iden-
2 tity in information that the Administrator has Commentd [A30): To ﬁingil tglrfoi}éirirggftifythe
21 made public, clearly link the specific chemical \ speeffic chemical identigy?
2 identity to the unique identifier in such infor-
PA] mation to the gmaximumé extent practicable.
b “(h) CRIMINAL PENALTY FOR WRONGFUL DiscLo-
25 SURE.—
FAVHLCY041816\041816.252.xml (627896|8)
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“(1) INDIVIDUALS SUBJECT TO PENALTY.—

“(A)} IN GENERAL—Subject to subpara-
graph (C) and paragraph (2), an individual de-
scribed in subparagraph (B) shall be gguilty of
a misdemeanor andé gJudiciary drafters suggest
that this is unnecessary. strike?¢ fined under
title 18, United States Code, or imprisoned for
not more than 1 year, or both.

“(B} DEscriPTION.—An  individual re-
ferred to in subparagraph (A} is an individual
who—

“(i) pursuant to this section, obtained
possession of, or has access to, information
protected from disclosure under this sec-
tion; and

“(ii) knowing that the information is
protected from disclosure under this sec-
tion, ewillfullyé eJudiciary drafters note
that this could be interpreted in this context
as meaning either ‘recklessly’ or ‘inten-
tionally’. if there is a preferred policy, bet-
ter to replace with one of those terms, other-
wise can leave up to the  courtsé, discloses

the information in any manner to any per-

(62789618}
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1 son not entitled to receive that  informa-
2 tion.
3 “{C) ExcepTioN.—This paragraph shall
4 notapply to any medical professional (including
5 an emergency medical technician or other first

responder) who discloses any information gob-

7 tained under paragraph (5) or (6) of  subsection
8 (d)¢ to othe affected patient / a patient treated
9 by the medical professionalé @, or the legal  rep-
10 resentative of such a patient, ¢ @for example,  if
11 the patient is a minor or incapacitatedé.  as
12 opart of / needed with respect to?¢ thediagnosis
13 or treatment of the patient. omay the patient
4 then disclose the information (for example, to an-
5 other doctor for a second opinion or fo a
16 spouse)? if so, need to include the patient in  this
17 exception, along with any limitations desired¢,
18 “(2) OTHER LAWS.—Section 1905 of title 18,
19 United States Code, shall not apply with respect to
PR : : : : + Commented [A31]: TSCA also includes “making
2 the pUthh]ng' dlvulgmg, dlSC]OSUTe, or maklng | available” Some reason that was stricken?
: Pl : - i Commented [A32]: Thisis a key aspect of current
21 known of information reported to or otherwise ob A eA T el e e
) L. ) ; s / Pthe Trade Secrets Act, control the disclosire of
22 tained by the Administrator under this Act. QJM(JZZCI— /| confidential business information submitied under
the act Thie 1979 case of Chrysler v Browi held that
23 ary drafiers note that it is unclear what this para- /| the one enforces FOIA Exemplion 4, which otherwise
- i would be discretionary and the part of anagency.
o o 5 Without this provision, there would be a conflict of
A 8l Clph is intended to achieved ; laws regarding information claimed as confidential
and submitted to EPA under TSCA. This could be done
25 «“ (1) APPLICARILITY, — in another way, but it's been in TSCA since 1976 and
iswell understoad; Remaving it froni the statute at
this point would give rise to an argument that
Congressintended the Trade Secrets Acttoapply to
TSCA CBL This would create unnecessary confusion.
FAVHLC\041816\041816.252.xml (627896|8)
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1 “(1) IN GENERAL.—Except as otherwise pro-

2 vided in this section, gsection 8¢ gneed fo check this

3 referenced, or any other applicable Federal law, the

4 Administrator shall have no authority—

5 “(A) to require the substantiation or re-

6 substantiation of a claim for the protection

7 from disclosure of information reported to or

8 otherwise obtained by the Administrator under

9 this Act prior to the date of enactment of the
10 Frank R. Lautenberg Chemical Safety for the
1 21st Century Act; or
12 “(B) to impose substantiation or re-
13 substantiation requirements under this Actthat
14 are more extensive than those required under
15 this section.
16 “(2) ACTIONS PRIOR TO PROMULGATION OF
17 RULES.—Nothing in this Act prevents the Adminis-
18 trator from reviewing, requiring substantiation or re-
19 substantiation of, or approving, approvingin part, or
20 denying any claim for the protection from disclosure
21 of information before the effective date of such rules
2 applicable to those claims as the Administrator may
3 promulgate after the date of enactment of the Frank
24 R. Lautenberg Chemical Safety for the 21st Century

FAVHLO\0418161041816.252.xm
April 18, 2016 (3:08 p.m.)
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1 Act. othis may be taken care of elsewhere in the  bill.
2 if so, strike hered,
3 “(j) Accgess BY CoNGRESs.—Notwithstanding any

4 limitation contained in this section orany other provision
5 oflaw, all information reported to or otherwise obtained
6 bythe Administrator (or any representative of the Admin-
7 istrator)underthis Actshallbe made available,upon writ-
8 tenrequestofany duly authorized committee of the Con-

9 gress,tosuchcommittee.”.

FAVHLO\0418161041816.252.xm (62789618}
April 18, 2016 (3:08 p.m.)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/10/2016 11:42:58 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal- Thank you for the catch. A parallel change should **also be made** to the "Prior-Initiated

Evaluations." paragraph. Please let me know if any questions. Thanks,
Sven

On Apr 10, 2016, at 7:27 PM, Freedhoft, Michal (Markey) <Michal Freedhoff@markey.senate gov> wrote:

Just making 100% sure — see my redlining p 22-23 of the HLC version.

o(1) no changes to this para? PRIOR-INITIATED EVALUATIONS.—Nothing
14 1n this Act, or the amendments made by this Act,

15 prevents the Administrator of the Environmental

16 Protection Agency from initiating a risk evaluation

17 regarding a chemical substance, or from continuing

18 or completing such risk evaluation, prior to the ef19

fective date of the policies, procedures, and guidance

20 required to be developed by the Administrator under

21 section 26(k) of the Toxic Substances Control Act,

22 as added by subsection (a) of this section.

©(2) ACTIONS COMPLETED PRIOR TO COMPLE24
TION OF POLICIES, PROCEDURES, AND GUIDANCE.—
25 Nothing in this Act, or the amendments made by

April 8, 2016 (2:27 p.m.)
FAKMLM ITAEC\TSCA\SEC26 01. XML
fAVHLC\040816\040816.124.xm! (626935[13)
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[Discussion Draft]

1 this Act, requires the Administrator of the Environ2

mental Protection Agency to revise or withdraw a

3 completed risk evaluation, determination, or rule

4 under the Toxic Substances Control Act solely be5

cause the action was completed prior to the develop6

ment of a policy, procedure, or guidance under this section or section 6see?

Michal Tana Freedhoff, PhD,
Director of Oversight & Trnvestigations
Office of Senator Edward J. Markey

ED_002117_00008075-00001



255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742

Connect with Senator Markey
<imagel0l.png><imagel02. pngr<imagel3. pnge<imagel04.jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Sunday, April 10, 2016 7:14 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal,
This TA responds to the additional followup request on 6/26.

In response to your request for drafting assistance to ensure that all relevant guidance documents are
included in the scope of the Section 26 provision, we suggest the following:

26(_) [Nothing requires EPA to revise or withdraw an action] . . . "solely because the action was completed
prior to the development of a policy, procedure, or guidance under this section or under section 6."

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>
Date: April 10, 2016 at 6:31:09 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA additional follow up on section 6/26

pk. thanks. so, given that, Fm planning to move 3. Into 26, The other 2 can’t be
addressed that way. using House text as your base, | think | need some drafting
assistance. Pm afraid that sentence the validity of a completed assessment,
determination, or rule shall not be determined based on the content of such a
policy or procedure.” can’t be included.

Michal Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Sunday, April 10, 2016 4:21 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal,
This TA responds to the followup request on 6/26.

We think there are 3 relevant requirements.

1. the requirement in 6b1 to establish by rule a risk-based screening process

2. the requirement in 6b4B to establish by rule the process for risk evaluations

3. The requirement in 6b41 to issue guidance as to how outside parties can submit
their own draft risk evaluations

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 1:58:35 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA follow up on section 6/26
Punderstand, | am attaching the Senate’s view of what section 6 looks
like to resolve this concern for vou. it has not yet been sent to the
House despite its file name ~ | am hoping to resclve this section 26 issue
hefore that ocours.,

Michal Tlona Freedhoff, Ph.D.

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/16/2016 5:13:02 PM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey Request on Revised section 14

Attachments: Comprehensive TA on Senate Sec 14 - March 16.docx; ATT00001.htm; 03-15-16PMTSCA - Bicam , EPA.docx;
ATT00002.htm

Michal,

Attached is our TA on the new text you asked us to review. Also attached is our remaining TA on section 14, with
respect to issues not affected by the new text. Note that we have added a couple of comments not in the last version of
section 14 we sent you, which we have picked up on during this latest review.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff(@markey.senate.gov]
Sent: Tuesday, March 15, 2016 7:18 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik(@epa.gov>

Subject: section 14

Sven

Thanks very much for all your rapid assistance today! Attached is a new draft of section 14. Not all changes
have been agreed to among Senate offices — some are being discussed or proposed by us, some are raised by the
House, etc. But this is at a stage where we would like EPA TA with an eye for concerns related to workability,
possible unintended consequences, drafting concerns, inconsistencies, etc. Fast turnaround appreciated.
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Thank you

michal
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SEC. 14. CONFIDENTIAL INFORMATIONDISCLOSURE OFDATA.

(a) IN GENERAL.—Except as otherwise provided in by -subthis section
by, the Administrator shall not disclose asy-information that is exempt
from disclosure pursuant to subsection (a) of section 352 of title 5
United State\ Code, under subsection (b)('4) of that se‘.tion ——————

éepape{-repre%ﬂtaﬂ%e—et—{he-}\émm%r—)—under this Act-whwh—}s
exempt from-diselosure-purstant to-subsection(ayof section 552-of title-
55 bmtvd ‘iiatc& Lodt, by fvaso;u)i subﬁco‘mm (b}{ﬁl){)i such section;

(')) for Whuh the requir cmem‘; of subsection (d) are met.

(by Information Generally Protected from Disclosure.—The following
information specific to. and subnutted bv. a manufacturer, processor, or
distributor that meets the requirements of subsections (a) and (d) s
presumed to be protected from disclosure, subject to the condition hat
nothing in this Act prohibits the disclosure of any such mformation, or
information_that is the subject of subsection ?’9’)( 3). through discovery.

subpoena, other court order, or any other judicial process otherwise
allowed under applicable Federal or State law:
(1) Spuciﬂc information dwcribmg thc, procesxes uxcd in

(2) Marketing and salcx information.

(3) Information identifying a supplier or customer.

(4) Details of the full composition of a mixture and the respective
percentages of constituents.

(5) Bpecific_information regarding the use, function, or application
of a chemical substance or mixture in a process, mixture, or product.

(6} Specific production or import volumes of the manufacturer.

(7 Specific aggregated volumes across manufacturers, if the
Administrator determines that disclosure of the specific aggregated
volumes Wou]d n.veal a.onhdcnt]a] mform’ i

(8) & % Asam-dThe specific
identity o)‘ a »hcmn.al substanca priot to thc datc on whu,h the chemical
substance is first offered for commercial distribution. including the
chemical name, molecular formula, Chemical Abstracts Service number
and other information that would identify a specific chemical substance
if the specific identity was claimed as confidential information at the
time it was submitted in a notice under section 3.

(c) Information Not Protected From Disclosure.—
(1) IN GFNFRAI .,.—Nolwilhstandin;, sub%cﬁons (a) and (b), and

from dm,]oeure
(A) INFORMATION FROM HEALTH AND SAFETY

STUDIES. —
(i) IN GENERAL. —8ubject to clayse (ii)—
() any health and safetv study that is submitted under
this Act wilh re@pca to—

the date on w hn,h the study is to be disclosed ha@ been
offered for commercial distribution; or

Commented [AT]: Obsolete ritation. There are
others in this section, which we have not marked.

P

Commented [A2]: Per TA provided on 3/15, this
“subjectto paragraph{2)’ addition could give rise to
issues, which:would be significantly exacerbated by the
proposed change to {2} per comments below:
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(bb) any chemucal substance or mixture for

(AA) testing is required under section 4; or
(BB} a notification is required under section

(_) anV information reported to, or otherwise
obtained by, the Administrator_from a health ar
studv relating to a chemical substance or mixture dc%rlbcd
in item (aa) or (bb) of subclauge (1),

(i) EFFECT OF SUBPARAGRAPH. —\Vothin;, in_this

Q) a process used in the manufacturing or processing

of a chemical substance or mixture; or
(I} m the case of a mixture, the portion of the mixture
comprised by anv chemical substance in the mixture.

(B) OTHER INFORMATION NOT PROTECTED FROM
DISCLOSURE.—The following mformation is not protected from
disclosure under this section:

(i) For information submitted afier the date of enactment
of the Frank R. Lautenberg Chemical Safety for the 21st
Century Act. the specific identity of a chemical substance as of
the date on which the chemical substance is first offered for
commercial  distribution, if the person submitting  the
mformation does not meet the leqmremﬁ-ms of subsection ( d)

- undcr se‘.non 6
(i) Aoy ___general  information _ describing  the

manum‘.tulmg Vohlmes ex‘prcsxed as speuiﬁ‘. ag,:reoated

specific  aggregated Volumcs wou]d reveal wnhdcmlal
mformation, expressed in ranges.

(iv) A gencral description of a process used in the
manufacture or processing and industrial, commercial, or
consumer functions and uses of a chemical substance, mixture
or article containing a chemical substance or mixture, including
information_specific_to an_industry or industry sector that
customarily would be shared with the general public or within
an_industry or industry sector,

(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL
INFORMATION.—Any information that is eligible for protection under
this sestion and is submitted with information described

in this subsection shall be protected from disclosure, if the submitter
complies with subsection (d), subject to the condition that information in
the submls\mn that is not eligible for protection against disclosure shall

any
undcr this section with respect to the

chemical %ub\mm.c satibey

/i Commented [A3]: This addition creates issues.

Paragraph{1iidentifies information that is not
protected from disclosure. While such:information can
be submitted with protectableinformation; it is hard to
see howit can contoinprotectable information: For
example; [1){A) provides:with certain limitations, that
health and safety studies:are not protected from
disclosure:{n general; information contained in:a health
and safety study would be port of the health and safety
study: ifthe new language is read to say that any
information in a health and safety study that would
otherwise be protectable under section 14 ramains
protected; then that would drain{1}{A} of any force;
sincethe point of {1){A) fand to some extent the items
in{1){Bi}istorequire release of information:that would
otherwise be protectable.

-1 Comimented [A4]: This will not provide for release of

the information; because nothing in the bill as revised
authorizes EPA to relesse €Blon the grounds that EPA
believes the release is inthe public interest. Incontrast
5 697 provided that protection “shallno longerapply’;

ED_002117_00008082-00002




REQUESTS.—If a request is made to the
ection_352(a) of title 5, United States Code, for

of title 5, United States Code.

{d) Requirements for Confidentiality Claims.—
(1} ASSERTION OF CLAIMS. —

(A) IN_GENERAL.—A person_seeking to  protect anv
information submitted under this Act from disclosure (including
information described in_subsection (b)) shall assert to_the
Admunistrator a claim for protection concurrent with submission of
the information, in accordance with such rules regarding a claim for
protection from disclosure as the Administrator _has promulgated or

By INCLUSION.—An__assertion _of a _claim _under
subparagraph (A) shall include a staterment that the person has—
(i} taken reasonable measures to  protect  the
confidentialitv of the information;
(i) determined that the information is not required to be
disclosed or otherwise made available to the public under any

iii) a reasonable basis to conclude that disclosure of the
information is likely to cause substantial harm to the
competitive position of the person; and

(iv) areasonable basis to believe that the information is not
readily discoverable through reverse engineering,

(C) SPECIFIC CHEMICAL IDENTITY.—In the case of a

(1) be _consistent with _guidance issued by the
Administrator under paragraph (3)}(A): and

(ii) describe the chemical structure of the substance as
specifically as practicable while protecting those features of the

3

Commented [A5]: This could be read to void the
presumption for any information related to the
chemical if an exemption'is granted for any uses.

Commented [A6]: We are not sure what this would
do, butitis confusing It appearsto just say that section
12:412(8), presumably) governs, which isunnecessary
because it governs onitsown terms, Also; section 12(a)
refers tomanufacturing, processing and distribution; s
there a reason this provision applies only to
manufacture?
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(II) the disclosure of which would be likely to cause
substantial harm to the competitive position of the person.
(D) PUBLIC INFORMATION.—No _person may_assert a

c,ldim under thix se‘.tion for proteution from  disclosure of

Q) ADDI I IONAL REQU IRLMEN’I‘S FOR
CONFIDENTIALITY CILAIMS. —FExecept for information described in
subsection (b). a person asserting a claim to protect information from
disclosure under this Act shall substantiate the claim, in accordance with
the rules promulgated and consistent with the guidance issued bv the
Administrator,

(B) the content and form of the statements of need and

agreements required under paragraphs (4), (5), and (6) of subsection

(4 CERTIFICATION.—An authorized official of a person
deseribed in paragraph (1)(A) shall certify that the statement required to
assert a claim submitted pursuant to paragraph (1B) and anv
information_required to substantiate a claim submitted pursuant to
paragraph (2) are true and correct.

(e} Exceptions to Protection from Disclosure,

described in subsection (a)
(1) shall be disclosed : > ah

amy-officer or employee of the Umted States—
(__) in connecnon wnh the oﬁ1c1al duues of thal Qurxcn—

10 an

is necessary for the sausfactory performance by the contra(,tor ofa
contract with the United States entered-into-on-or-after-the-date-of
enactment-of-this-Aet-for the performance of work in connection
with this Ad; and

spemgf; 77777777777777777777
(3) shall be disclosed if the Administrator determines th
dm,lo%un itis necessaryto protect health or the E

rcquast for thc purpose of dcvdopmem admmlstlanon or enforcement

of a law, if 1 or more applicable agreements with the Administrator that
are consistent with the guidance issued under subsection (d¥3)(B) ensure
that the recipient will take appropriate measures, and has adequate
authority, to maintain  the confidentiality of the information in
accordance with procedures comparable to the procedures used by the

4
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Administrator to @aﬂ guard the informatior

(_) the statc,mem of need and conﬁdemialiw agreement are

consistent with the guidance issued under subsection (d)(3)XB);
(B) the written statement of need shall be a statement that the
person has a reasonable basis to suspect that—
(i) the information is necessary for, or will assist in
(I the diagnosis or treatment of 1 or more
individuals; or
() responding to an environmental refease or
exposure; and
(ii) 1 or more individuals being diagnosed or treated b
been exposed to the chemical substance concerned, or an
environmental release or exposure has oceurred; and
{C) the confidentiality agreement shall provide that the person
will not use the information for any purpose other than the  health
or environmental needs asserted in the statement of need, except as
otherwise may be authorized by the terms of the agreement or by the
person submitting the information to the Administrator, except that
nothing in this Act prohibits the disclosure of any such information
through discovery, subpoena, other court order, or any other judicial
process otherwise allowed under applicable Federal or State law;
(6) shall be disclosed if in the event of an emergency, a treating
physician, nurse, agent of a poison control center, public health or
environmental official of a State or political subdivision of a State, or
first responder (including anv individual dulv authorized by a Federal
agency, State, or political subdivision of a State who is trained i urgent
medical care or other emergency procedures, including a police officer,
firefighter, or emergency medical technician) requests the mformation
subject to the conditions that-—
(A) the treating physician, nurse, agent, public health or
environmemal oﬂ'icial ofa State ora political subdivision ofa State.

(Q a medlcal or publlc hcalth or cn\'lronmental cmcrgencv
exists;

(i1} the information is necessarv for, or will assist in,
emergency or first-aid diagnosis or treatment; or
iii) 1 or more individuals being diagnosed or treated have

likely been exposed to the chemical substance concerned, or a

serious_environmental release of or exposure to the chemical

substance concerned has occurred,

(B) ifrequested by the person submitting the information to the
Administrator, the treating physician, nurse, agent, public health or
environmental official of a State or a political subdivision of a State
or first responder shall, as described in paragraph (3)—

(i) provide a written statement of need; and
(i) agree to sign a confidentiality agreement; and

(C) the written confidentiality agreement or statement of need
shall be submitted as soon as practicable, but not necessarily before
the information is disdo%d‘

dm,lo%un is rc,]wam ma&—be-%e&e&bé-%ﬂ-femm—m &Bsf—a
proceeding under this Act, subject to the condition exeept-that the

5
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disclosure is in-sueh-a-proceedingshall-be-made in such a manner as to
preserve confidentiality to the maximum extent practicable without
impairing the proceeding.;

(9} shall be disclosed if the information is required to be disclosed
or otherwise made public under any other provision of Federa] law.

obtain-information-the-disclosure-of which-ias-been-denied-because-of

se—etien——5—52{%}){—3)—eﬁs&leh—%ﬁle—{e—susmiﬂ—%he——Adﬂﬁnisﬂ:z;{%—’—s—fae{;iené.—

(f) Duration of Protection from Disclosure—
(1IN GENERAL

TFthe Administrator shall protect from disclosure,

(i) information described in subsection (b) that meets the

s A

rator that the person is withdrawing the claim. m
which case the Adnmunistrator shall promptly make the
information available to the public; or

the information does not qualify or no longer qualifies for
protection against disclosure under subsection (a), in which
case the Adminstrator shall take any actions required under
l /‘t‘ v

EXTENSIONS, —
(i) IN GENERAL.—Not later than the date that is 60 days

before the expiration of the period described in subparagraph
(B). the Administrator shall provide to the person that asserted

6
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the claim a notice of the impending expiration of the period.
(i) STATEMENT.—

(D IN GENERAL.—Not later than the date that is 30
days before the expiration of the period described in
subparagraph (A), a person reasserting the relevant claim
shall submit to th&:‘- /\dminixtrator a requesl for extenxion

w1t11 %ub\em onf( 9)( 1XC
(aa) review the request submitted under subclause

(08

( bb) makL a dcterminalion re;{arding whc,ther the

(ce)AA) grant an extension of 10 vears: or

(BB) deny the request.
NO LIMIT ON NUMPhR OF EXTENSIONS, —

There

quuc,xt undcr subparag;raph (L)( il )( I)—
(i) establishes the need to extend the period; and

Q meets  the requuwements established bv  the

(A) DISCRETION OF ADMINISTRATOR ————— The
Administralor may review, at any time, a claim for theutmn of
any
person_that has claimed protection for that information, whether
before, on, or after the date of enactment of the Frank R. Lautenberg
Chemical Safetv for the 21st Centurv Act, to withdraw or reassert

(1) after the chemical substance is identified as a high-
priority substance under section 6(b);
(iiy for__any_chemical substance

1111) ‘(01 any nactive chemuical substance identified under

Qy) in limited circumstances, if the Administrator
determines that disclosure of certain information currently
protected from disclosure would assist the Admunistrator in

Commented [A12]: Needs to add 6 (6(b)(4){A))

claim for protection of infor mation a;,amxt digclosure undcr
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claim in accordance with this section—

7
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quahﬁes Ior an excmpnon from dlsclosure in uOl’lnGuhOn ‘Mth a
request for information received by the Administrator under
section 552 of'title 3, United States Code;

(ii) if the Administrator has a reasonable basis to believe
that the information does not qualifv for protection against

(iii) for any substance for which the Administrator has

made a determination under section 6(¢H 1B
(C) ACTION BY RECIPIENT.—If the Administrator makes a
request under subparagraph (A) or (B), the recipient of the request

(i) reassert and substantiate or resubstantiate the claim; or
(i) withdraw the claim.

(D) PERIOD OF PROTECTION.—Protection from disclosure
of information subject to a claim that is reviewed and approved by
the Administrator under this paragraph shall be extended for a
penod of 10 Vedrs from the datc of apmoval xubi&:‘-c.t to_any

NIQUE IDENTIFIER. 11e Admlmslrator Shall—
(AXd) develop a svstem 1o assign a unique identifier to each
specific chemical identitv for which the Administrator approves a
request for protection from disclosure, other than a specific chemical
identity or stmcturally dc%criptive generic term; and

31

relevant to the applicable chamu,al substanc‘.

(B) annually publish and update a list of chemical substances,
referred to by unique idemtifier, for which claims to protect the
specific chemical identity from disclosure have been approved
in¢luding the expiration date for each such clain;

(C) ensure that any nonconfidential information received by
the Admunistrator with respect to such a chemical substance during
the period of protection 11 om disclosure—

@1
(i1} identifies the chemical substance using the unique
identifier; and

(D) for each claim for protection of specific chemical identity

that has been denied by the Administrator or expired. or that has

been withdrawn by the submitter, provide public access to the
specific chemrcal identitv clearly linked to all nonconfidential
information_received by the Administrator with respect to_the
chemical substance.

(g) Duties of Administrator.—

{(HDE TERMIN ALTION —————

not later than 30 days after the receipt of a request for extension of
a claim under subsection (). review and approve, approve in part.
or denv the ¢laim or request.

(B) REASONS FOR DENIAL.—If the Administrator_denies
or denies in pait a claim or requcst undcr subpara;{raph (A), [11‘.

or Jequesl a wrlltcn statement of the reasons for the dc,mal or denial

in part of the claim or request.

8
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(i) except for claims described in subsection (b)(8)
review all claims or requests under this section for the
protection against disclosure of the specific identity of a
chemical substance; and

(i) review a representative subset, comprising at least 25
ercent, of all other claims or requests for protection against

FECT OF FAILURE TO ACT.—The failure of the
Administrator to make a decision regarding a claim or request for

rotection against disclosure or extension under this section shall

not be the bagsis for denial or elimination of a claim or request for

2)

(A)Y IN GENERAL.—Except as provided in subparagraph (B)

and subsections (<), () and (f). if the Administrator dendes or denies

in part a claim or request under paragraph (1), intends to release

information pursuant 1o subsection (2), or promulgates a rule under

section 6( d) estdbhshmg a ban or phase-out of a chemical substance

- shall notify, in writing and by certified mail, the

person thal submitted the claim of the intent of the Administrator to
release the information.

(B) RELEASE (JF INFORMATION.—Except as provided in

subparagraph (C), the Administrator shall not release information

under this subsection until the date that is 30 days afier the date on
which the person that submitted the request receives notification
under subparagraph (A).

(C) EXCEPTIONS.—

(1) IN GENERAL.—For _information under paragraph (3)
or (8) of subsection (¢), the Administrator shall not release that
mformation until the date that is 15 davs after the date on which
the person that submitted the claim or request receives a
notification, unless the Administrator determines that release of
the information is necessary to protect against an imminent and
substantial harm to health or the environment, in which case no
prior notification shall be necessary.

(ii) NOTIFICATION AS SOON AS PRACTICABLE.—
For information under paragraphs (4) and (6) of subsection (e)
the Administrator shall notify the person that submitied the
information that the information has been disclosed as soon as
practicable after disclosure of the mformation.

(iii) NO_ NOTIFICATION REQUIRED.--Notification

shall not be required—

(D for the disclosure of information under paragraph
(1), (20, (7). or (9) of subsection (&), or
(ID) for the disclosure of information for which—
(aa) a notice under subsection (DI WCY1) was
received; and

tebblvidd,

on_or before the date of expiration of the period for
which protection from disclosure applies.
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If a person receives a notification under

paragraph (2) and believes disclosure of the information is

prohibited under subsection (a), before the date on which the

information is to be released pursuant to paragraph (2)B), the

(i) the United States district court of the district in which
the complainant resides or has the principal place of business;
or

(i1) the United States District Court for the District of

Columbia.

B) NO_DISCLOSURE.—The Administrator _shall not
disclose any mnformation -that is the subject of an appeal under this
section before the date on which the applicable court rules on an
action under subparagraph (A).

i REQUEST  AND  NOTIFICATION SYSTEM.—The
strator, in_consultation with the Director of the Centers for

disclosed pursuant to paragraphs (3) and (6) of subsection (¢) in a format

and language that is readily accessible and understandable.

r_officer or employee of the United States de
subparagraph (B) shall be guilty of a misdemeanor and fined under
title 18, United States Code, or imprisoned for not more than 1 vear,
or both.orformerofi oyes Ui 55

(B) DESCRIPTION.—A current or former officer or
employee of the United States referred to in subparagraph (A)isa
current or former officer or emplovee of the United States who—

has obtained possession of, or has access to, material the

disclosure of which is prohibited by subsection (a), and

(B) whe—knowing that disclosure of that such-material is
prohibited by sueh-subsection (a), willfully disclosuzes the material

11
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(2) OTHER LAWS.Section 1905 of title 1#, United States Code,

does-ghall not apply with respect to the publishing, divulging, disclosure,
er-making known of, or making available, information reported or
otherwise obtained under this Act.

(32) CONTRACT —For  the purposes of  this
@ubswtmnpa;agraph—l(l—) any contractor with the United States that whe
ided Bammished-information in rdance with as-authorized by
subsection (ea)2), including and-any employee of that any -such
contractor, shall be considered to be an employee of the United States.

(_1_)_ IN GP NE RAL ————— Except as otherwise provided in this section

section 8. or any other applicable federal law. the Administrator shall
have no authorﬁv —————

R. Lautenberg Chemical Saf;:ty for the 21st Centurv Act.

éb}@%k ROM E imém‘,m —{(1)-Subsection{a)-does

%ﬁﬂﬂ/ health- aﬂd safety-study-which-is-submitted-under- this
Actwith respect to

G-anv-chemical-substanee-or-midture-which;-on-the-date

commercial-distribution; or

uadet'——seetieﬂ——;ﬁ—,——aﬂd

Admmml a&ef from-a- hval{h aﬂd %fetv »mdy wwhich- *‘crl&tw ma

subparas tapb{ A
fﬁhi&p&r—agraph doe{mot auth(—)Fize—thefe1ease—eﬁ—aﬂydaia—\»‘hiehdise](—)ses

1.‘ e ‘?‘ﬂb“lh sortionof the dure-o ; © apveol the chesmical

portion-orthe- e THPFE -0 Hhe-cnemtoat

substances-in-the-mixiure:

12
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Administrator-may-not-deny-such request-on-the basis-of subsection(b)
(D-of suchsection.

——&)DESIGNATION-AND-RELEASE-OF-COMFIDENTIAL-PATA—()—In
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SEC. 14. CONFIDENTIAL INFORMATION.

Section 14 of the Toxic Substances Control Act (15 U.S.C. 2613) is amended to read as
follows:

“SEC. 14. CONFIDENTIAL INFORMATION.

“(a) In General. —Except as otherwise provided in this section, the Administrator shall not
disclose information that is exempt from disclosure pursuant to subsection (a) of section 552 of
title 5, United States Code, under subsection (b)(4) of that section—

“(1) that is reported to, or otherwise obtained by, the Administrator under this Act; and
“(2) for which the requirements of subsection (d) are met.

“(b) Information Generally Protected From Disclosure.—The following information specific
to, and submitte;d by, a manufacturer, processor, or distributor that meets the requirements of
subsections (a) and (d) shall be presumed to be protected from disclosure; subject to the

condition that nothing in this Act prohibits the disclosure of any such information. or information

that is the subject ol subsection (g)3). through discovery, subpoena. other court order, or any
other judicial process otherwise allowed under applicable Federal or State law:

“(1) Specific information describing the processes used in manufacture or processing of a

chemical substance, mixture, or article.
“(2) Marketing and sales information.
“(3) Information identifying a supplier or customer.

“(4) Details of the full composition of a mixture and the respective percentages of
constituents.

“(5) Specific information regarding the use, function, or application of a chemical
substance or mixture in a process, mixture, or product.

“(6) Specific production or import volumes of the manufacturer and-speeifie.

“(7) Specific aggregated volumes across manufacturers, if the Administrator determines
that disclosure of the specific aggregated volumes would reveal confidential information.

“E1“(8) Except as otherwise provided in this section, the specific identity of a chemical
substance prior to the date on which the chemical substance is first offered for commercial
distribution, including the chemical name, molecular formula, Chemical Abstracts Service
number, and other information that would identify a specific chemical substance, if #—

“A) the specific identity was claimed as confidential information at the time it was
submitted in a notice under section 5;and

“(c) Information Not Protected From Diselosure—Notwithstanding Disclosure.—
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“(1) IN GENERAL.—Notwithstanding subsections (a) and (b), the following information
shall not be protected from disclosure:

“0*(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.—

“EAS“(1) IN GENERAL.—Subject to subparagraph-(3)-subsection{a)-doesnot
prohibitthe-diselosure-of— clause (ii)—

“*“(D) any health and safety study that is submitted under this Act with
respect to—

“H*“(aa) any chemical substance or mixture that, on the date on
which the study is to be disclosed, has been offered for commercial
distribution; or

“dh*“(bb) any chemical substance or mixture for which—

“aa)“(AA) testing is required under section 4; or
“(bb)*“(BB) a notification is required under section 5, or

“Guy“(II) any information reported to, or otherwise obtained by, the
Administrator from a health and safety study relating to a chemical substance

or mixture described in subelause-(h-er-(h-of elause-G)- item (aa) or (bb) of
subclause (I).
“@B)“(ii) EFFECT OF PARAGRAPH—NOTHING SUBPARAGRAPH.—Nothing in

this paragraph subparagraph authorizes the release of any information that
discloses—

“y“(D) a process used in the manufacturing or processing of a chemical
substance or mixture; or

“Guy“(I0) in the case of a mixture, the portion of the mixture comprised by
any chemical substance in the mixture.

DISCLOSURE.—

‘—‘gAi}“(i) For information submitted after the date of enactment of the Frank R.
Lautenberg Chemical Safety for the 21st Century Act, the specific identity of a
chemical substance as of the date on which the chemical substance is first offered
for commercial distribution, if the person submitting the information does not
mest the requirements of subsection (d).

“By“(ii) A safety assessment developed, or a safety determination made, under
section 6.
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“(E)“(iii) Any general information describing the manufacturing volumes,
expressed as specific aggregated volumes or, if the Administrator determines that
disclosure of specific aggregated volumes would reveal confidential information,
expressed in ranges.

“@3“(Iv) A general description of a process used in the manufacture or
processing and industrial, commercial, or consumer functions and uses of a
chemical substance, mixture, or article containing a chemical substance or
mixture, including information specific to an industry or industry sector that
customarily would be shared with the general public or within an industry or
industry sector.

£43%(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL INFORMATION .—Any information
that is etherwise eligible for protection under this section and eentained-in-a-submission-of
is submitted with information described in this subsection shall be protected from
disclosure, if the submitter complies with subsection (d), subject to the condition that
information in the submission that is not eligible for protection against disclosure shall be
disclosed.

“£53%(3) BAN OR PHASE-OUT.—If the Administrator promulgates a rule pursuant to
section 6(d) that establishes a ban or phase-out of the manufacture, processing, or
distribution in commerce of a chemical substance, subject to paragraphs (2). (3), and (4) of
subsection (g), any protection from disclosure provided under this section with respect to
the specific identity of the chemical substance and other information relating to the
chemical substance shall no longer apply.

** 4 223 (4) CERTAIN REQUESTS.—If a request is made to the Administrator under
section 552(a) of title 5, United States Code, for information that is deseribedin-paragraph
Hr-thatis-not-deseribed-in-paragraph-(1)(B) subject to disclosure under this subsection,
the Administrator may not deny the request on the basis of section 552(b)(4) of title 5,
United States Code.

“(d) Requirements for Confidentiality Claims.—
“(1) ASSERTION OF CLAIMS.—

“(A) IN GENERAL.—A person seeking to protect any information submitted under
this Act from disclosure (including information described in subsection (b)) shall assert
to the Administrator a claim for protection concurrent with submission of the
information, in accordance with such rules regarding a claim for protection from
disclosure as the Administrator has promulgated or may promulgate pursuant to this
title.

“(B) INCLUSION.—An assertion of a claim under subparagraph (A) shall include a
statement that the person has—

“(1) taken reasonable measures to protect the confidentiality of the information;
“(i1) determined that the information is not required to be disclosed or
otherwise made available to the public under any other Federal law,

“(i11) a reasonable basis to conclude that disclosure of the information is likely
to cause substantial harm to the competitive position of the person; and
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“(iv) a reasonable basis to believe that the information is not readily
discoverable through reverse engineering.

“(C) SPECIFIC CHEMICAL IDENTITY.—In the case of a claim under subparagraph (A)
for protection against disclosure of a specific chemical identity, the claim shall include
a structurally descriptive generic name for the chemical substance that the
Administrator may disclose to the public, subject to the condition that the generic name
shall—

“(1) eontorm be consistent with guidance preseribed issued by the
Administrator under paragraph (3)(A); and
“(i1) describe the chemical structure of the substance as specifically as
practicable while protecting those features of the chemical structure—
“(I) that are considered to be confidential; and

“(1II) the disclosure of which would be likely to cause substantial harm to
the competitive position of the person.

“(1D) PUBLIC INFORMATION.—No person may assert a claim under this section for
protection from disclosure of information that is already publicly available.

“(2) ADDITIONAL REQUIREMENTS FOR CONFIDENTIALITY CLAIMS.—Except for information

described in paragraphs-(b-threugh-(7-ef subsection (b), a person asserting a claim to

protect information from disclosure under this Act shall substantiate the claim, in
accordance with the rules promulgated and consistent with the guidance issued by the
Administrator.

“(3) GUDANCE.—The Administrator shall develop guidance regarding—

“(A) the determination of structurally descriptive generic names, in the case of
claims for the protection against disclosure of specific chemical identity; and

“(B) the content and form of the statements of need and agreements required under
paragraphs (4), (5), and (6) of subsection (e).

“(4) CERTIFICATION.—An authorized official of a person described in paragraph (1)(A)
shall certify that the information-thathas been-submittedis statement required to assert a
claim submitted pursuant to paragraph (1)(B) and any information required to
substantiate a claim submitted pursuant to paragraph (2) are true and correct.

“(e) Exceptions to Protection From Disclosure.—Information described in subsection (a)—

“(1) shall be disclosed if the information is to be disclosed to an officer or employee of
the United States in connection with the official duties of the officer or employee—

“(A) under any law for the protection of health or the environment; or
“(B) for a specific law enforcement purpose;

“(2) shall be disclosed if the information is to be disclosed to a contractor of the United
States and employees of that contractor—

“(A) 1if, in the opinion of the Administrator, the disclosure is necessary for the
satisfactory performance by the contractor of a contract with the United States for the
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performance of work in connection with this Act: and
“(B) subject to such conditions as the Administrator may specify;

“(3) shall be disclosed if the Administrator determines that disclosure is necessary to
protect health or the environment;

“(4) shall be disclosed if the information is to be disclosed to a State or political
subdivision of a State, on written request, for the purpose of development, administration,
or enforcement of a law, if #—

“EA3 1 or more applicable agreements with the Administrator that eenform are consistent
with the guidance issued under subsection (d)(3)(B) ensure that the recipient will take
appropriate measures, and has adequate authority, to maintain the confidentiality of the
information in accordance with procedures comparable to the procedures used by the
Administrator to safeguard the information;-and

“(5) shall be disclosed if a health or environmental professional employed by a Federal or
State agency or a treating physician or nurse in a nonemergency situation provides a written
statement of need and agrees to sign a written confidentiality agreement with the
Administrator, subject to the conditions that—

“(A) the statement of need and confidentiality agreement shall-conform are
consistent with the guidance issued under subsection (d)(3)(B);

“(B) the written statement of need shall be a statement that the person has a
reasonable basis to suspect that—

“(1) the information is necessary for, or will assist in—
“(1) the diagnosis or treatment of 1 or more individuals; or
“(II) responding to an environmental release or exposure; and

“(i1) 1 or more individuals being diagnosed or treated have been exposed to the
chemical substance concerned, or an environmental release or exposure has
occurred; and

“(C) the confidentiality agreement shall provide that the person will not use the
information for any purpose other than the health or environmental needs asserted in
the statement of need, except as otherwise may be authorized by the terms of the
agreement or by the person submitting the information to the Administrator, except
that nothing in this Act prohibits the disclosure of any such information through
discovery, subpoena, other court order, or any other judicial process otherwise allowed
under applicable Federal or State law;

“(6) shall be disclosed if in the event of an emergency, a treating physician, nurse, agent
of a poison control center, public health or environmental official of a State or political
subdivision of a State, or first responder (including any individual duly authorized by a
Federal agency, State, or political subdivision of a State who is trained in urgent medical
care or other emergency procedures, including a police officer, firefighter, or emergency
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medical technician) requests the information, subject to the conditions that—

“(A) the treating physician, nurse, agent, public health or environmental official of a
State or a political subdivision of a State, or first responder shall have a reasonable
basis to suspect that—

“(i) a medical or public health or environmental emergency exists;

“(i1) the information is necessary for, or will assist in, emergency or first-aid
diagnosis or treatment; or

“(i11) 1 or more individuals being diagnosed or treated have likely been exposed
to the chemical substance concerned, or a serious environmental release of or
exposure to the chemical substance concerned has occurred;

“(B) it requested by the person submitting the information to the Administrator, the
treating physician, nurse, agent, public health or environmental official of a State or a
political subdivision of a State, or first responder shall, as described in paragraph (5)—

“(1) provide a written statement of need; and
“(i1) agree to sign a confidentiality agreement; and
“(C) the written confidentiality agreement or statement of need shall be submitted as
soon as practicable, but not necessarily before the information is disclosed,

“(7y may be disclosed if the Administrator determines that disclosure is relevant in a
proceeding under this Act, subject to the condition that the disclosure shall be made in such
a manner as to preserve confidentiality to the maximum extent practicable without
impairing the proceeding;

“(8) shall be disclosed if the information is to be disclosed, on written request of any duly
authorized congressional committee, to that committee; or

“(9) shall be disclosed if the information is required to be disclosed or otherwise made
public under any other provision of Federal law.

“(f) Duration of Protection From Disclosure.—
“(1) IN GENERAL.—

“(A) INFORMATION PROFECFED NOT SUBJECT TO TIME LIMIT FOR PROTECTION
FROM DISCLOSURE.—Subject to paragraph (2), the Administrator shall protect from
dmclmure information descrlbed in subsection (b) that meetx the reqquement‘; of

subsectlons (a) and (d), unless—

“ty-an-affected persen-“(i) the person that asserted the claim notifies the
Administrator that the person is withdrawing the eenfidentiality claim, in which
case the Administrator shall promptly make the information available to the
public; or

“(i1) the Administrator otherwise becomes aware that the need-forprotection
from-diselosure-can-no-longer-be-substantiated information does not qualify or
no longer qualifies for protection against disclosure under subsection (a), in
which case the Administrator shall take the any actions deseribed-in required
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under subsection (g)(2).

“(B) INFORMATION SUBJECT TO TIME LIMIT FOR PROTECTION FROM
DISCLOSURE.—Subject to paragraph (2), the Administrator shall protect from
disclosure information, other than information described in subsection (b), that
meets the requirements of subsections (a) and (d) for a period of 10 years, unless,
prior to the expiration of the period—

“(i) the person that asserted the claim notifies the Administrator that the
person is withdrawing the claim, in which case the Administrator shall
promptly make the information available to the public; or

“(ii) the Administrator otherwise becomes aware that the information does
not qualify or no longer qualifies for protection against disclosure under
subsection (a), in which case the Administrator shall take any actions
required under subsection (g)(2).

“(C) EXTENSIONS. —

“(1) IN GENERAL.—Not later than the date that is 60 days before the expiration
of the period described in subparagraph ¢AXB), the Administrator shall provide to
the person that asserted the claim a notice of the impending expiration of the
period.

“(i1) STATEMENT.—

“(T) IN GENERAL.—Not later than the date that is 30 days before the
expiration of the period described in subparagraph (A)(B), a person
reasserting the relevant claim shall submit to the Administrator a staternent
request for extension substantiating, in accordance with subsection (d)(2),
the need to extend the period.

“(II) ACTION BY ADMINISTRATOR.—Not later than the date thatis30-days

aﬁ%&h&%ﬁ. - £ s 0 5
shall— of expiration of the period described in subparagraph (B), the
Administrator shall, in accordance with subsection (g)(1)(C)—

“(aa) review the request submitted under subclause (I);

“(bb) make a determination regarding whether the information claim
for which the request is-made was submitted continues to meet the
relevant criteria established under this section; and

“(ce)(AA) grant an extension of net-mere-than 10 years; or
“(BB) deny the elaim- request.

S(E5“(D) NO LIMIT ON NUMBER OF EXTENSIONS.—There shall be no limit on the
number of extensions granted under subparagraph BXC), if the Administrator
determines that the relevant statement request under subparagraph Byaiy—

(O D—
“(1) establishes the need to extend the period; and

“(i1) meets the requirements established by the Administrator.

ED_002117_00008085-00007



“(2) REVIEW AND RESUBSTANTIATION.—

“(A) DISCRETION OF ADMINISTRATOR.—The Administrator may review, at any time,
a claim tor protectlon of mformatlon against dlsclosure under subsection (a) for
3 : 3 tanee and require
any person that has clalmcd protccllon for that mformatlon whcthcr before, on, or after
the date of enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century
Act, to withdraw or reassert and substantiate or resubstantiate the claim in accordance
with this section—

“(1) after the chemical substance is identified as a high-priority substance under
section 4A;

“(i1) for any chemical substance for which the Administrator has made a
determination under section 6(c)(1)}(C);

“(ii1) for any inactive chemical substance identified under section 8(b)5); or

“(iv) in limited circumstances, if the Administrator determines that disclosure
of certain information currently protected from disclosure would assist the
Administrator in conducting safety assessments and safety determinations under
subsectmns (b) and (c) of secuon 6 or promulgatmg rules pursuant to section 6(d);

“(B) REVIEW REQUIRED.—The Administrator shall review a claim for protection
from of lnformatmn agamst dmclmure under subsection (a) ferinformation-submitted
tance and require any person that has
claimed protection for that mformatlon, whether before, on, or after the date of
enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act, to
withdraw or reassert and substantiate or resubstantiate the claim in accordance with
this section—

“(1) as necessary to eomply determine whether the information qualifies for
an exemption from disclosure in connection with a request for information
received by the Administrator under section 552 of title 5, United States Code;

met: the Admlmstrator has a reasonable basis to belleve that the information
does not qualify for protection against disclosure under subsection (a); or

“(i11) for any substance for which the Administrator has made a determination
under section 6(c}1)(B).

“(C) ACTION BY RECIPIENT.—If the Administrator makes a request under
subparagraph (A) or (B), the recipient of the request shall—

“(i) reassert and substantiate or resubstantiate the claim; or
“(i1) withdraw the claim.

“(D) PERIOD OF PROTECTION.—Protection from disclosure of information subject to
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a claim that is reviewed and approved by the Administrator under this paragraph shall
be extended for a period of 10 years from the date of approval, subject to any
subsequent request by the Administrator under this paragraph.
“(3) UNIQUE IDENTIFIER.—The Administrator shall—
“(A)(1) develop a system to assign a unique identifier to each specific chemical
identity for which the Administrator approves a request for protection from disclosure,
other than a specific chemical identity or structurally descriptive generic term; and

“(i1) apply that identifier consistently to all information relevant to the applicable
chemical substance;

“(B) annually publish and update a list of chemical substances, referred to by unique
identifier, for which claims to protect the specific chemical identity from disclosure
have been approved, including the expiration date for each such claim;

“(C) ensure that any nonconfidential information received by the Administrator with
respect to such a chemical substance during the period of protection from disclosure—

“(i) 1s made public: and
“(i1) identifies the chemical substance using the unique identifier; and
“(D) for each claim for protcchon of bpcclﬁc chemical 1dcnt11y that hdS bccn denied

by the Administrator
thathas or expired, or that has been withdrawn by the submitter, px ovide public access

to the specific chemical identity clearly linked to all nonconfidential mtormatmn

recetved by the Administrator with respect to the chemical substance;, Commented [A4]: This may be very difficult to do
» § ogistically. Notethat the provision’is not limited to
(g) Duties of Administrator.— information received under TSCA. Consider adding “to

“(1) DETERMINATION.— the extent feasible”.

“(A) IN GENERAL.—Except as provided in subsection (b), the Administrator shall,
subject to subparagraph (C), not later than 90 days after the receipt of a claim under
subsection (d), and not later than 30 days after the receipt of a request for extension of
a claim under subsection (f), review and approve, modify, or deny the claim or request.

“(B) REASONS FOR DENIAL OR MODIFICATION.—If the Administrator denies or
modifies a claim or request under subparagraph (A) Denialor medification—

= 3 , the Administrator
shall pl‘OVlde to the person that submltted the clalm or request deﬁy—&ela}m—ée

peﬁeﬁ—tha&—h&s—subﬁﬁﬂed—a—elaim—deseﬂbeeh&eh&s&@ a Wr1tten statement of the

reasons for the denial or modification of the claim or request.

“(C) SUBSETS.—The Administrator shall—

“(1) except for claims described in subsection (B3F(b)(8), review all claims or
requests under this section for the protection against disclosure of the specific
identity of a chemical substance; and
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“(i1) review a representative subset, comprising at least 25 percent, of all other
claims or requests for protection against disclosure.

“(I>) EFFECT OF FAILURE TO ACT.—The failure of the Administrator to make a
decision regarding a claim or request for protection against disclosure or extension
under this section shall not be the basis for denial or elimination of a claim or request
for protection against disclosure.

“(2) NOTIFICATION.—

“(A) IN GENERAL.—Except as provided in subparagraph (B) and subsections (c), (e),
and (f), if the Administrator denies or modifies a claim or request under paragraph (1),
intends to release information pursuant to subsection (e), or promulpales a rule
under section 6(d) establishing a ban or phase-out o & chemical bubstance? the

Administrator shall notify, in writing and by | cer’uﬁed mail, the person that submitted
the claim of the intent of the Administrator to release the information.

“(B) RELEASE OF INFORMATION.—Except information.—
“)-In-general—Exeept as provided in elause-Gi) subparagraph (C), the

Administrator shall not release information under this subsection until the date that is
30 days after the date on which the person that submitted the request receives
notification under subparagraph (A).

“ay“(C) EXCEPTIONS.—

“H*“(@) IN GENERAL.—For information under paragraph (3) or (8) of subsection
(e), the Administrator shall not release that information until the date that is 15
days after the date on which the person that submitted the claim or request
receives a notification, unless the Administrator determines that release of the
information is necessary to protect against an imminent and substantial harm to
health or the environment, in which case no prior notification shall be necessary.

“(ii) NOTIFICATION AS SOON AS PRACTICABLE.—For information under
paragraphs (4) and (6) of subsection (e), the Administrator shall notify the
person that submitted the information that the information has been
disclosed as soon as practicable after disclosure of the information.

“(iii) NO NOTIFICATION REQUIRED.—Notification shall not be required—

“(D for the disclosure of“dh-Ne-netification—FEor information under
paragraph (1), (2), (6)(7), or (9) of subsection (e);-ne-priernetification-shall
be-neeessary-;

¥, OF
“(ID) for the disclosure of information for which—
“(aa) a notice under subsection (H(1)(C)(i) was received; and

“(bb) no request was received by the Administrator on or before
the date of expiration of the period for which protection from
disclosure applies.

“(3) REBUTTABLE PRESUMPTION.—

“(A) IN GENERAL.—With respect to notifications provided by the Administrator

,,,,,, Commented [A5]: This specifies three bases on which

information claimed €8I might be released but misses
\ animportantbasis: where EPA determines protection is
N not warranted at:some point during the protection

N | period.
AN

1 Commented [A6]: Certified mail is a cumbersame
form of notification.
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pursuant to-subsection(e)(5) under paragraph (2) with respect to information
pertaining to a chemical substance subject to a rule as described in subsection
(©)(3), there shall be a rebuttable presumption that the public interest in disclosing
confidential information related to a chemical substance subject to a rule promulgated
under section 6(d) that establishes a ban or phase-out of the manufacture, processing,
or distribution in commerce of the substance outweighs the proprietary interest in
maintaining the protection from disclosure of that information.

“(B) REQUEST FOR NONDISCLOSURE.—A person that receives a notification under
paragraph (2) with respect to the information described in subparagraph (A) may
submit to the Administrator, before the date on which the information is to be released
pursuant to paragraph (2)(B), a request with supporting documentation describing
why the person believes some or all of that information should not be disclosed.

*“(C) DETERMINATION BY ADMINISTRATOR. —

“(1) IN GENERAL.—Not later than 30 days after the Administrator receives a
request under subparagraph (B), the Administrator shall determine--at-the
diseretion-of the-Administrator; whether the documentation provided by the
person making the request rebuts or does not rebut the presumption described in
subparagraph (A), for all or a portion of the information that the person has
requested not be disclosed.

“(i1) OBIECTIVE.—The Administrator shall make the determination with the
objective of ensuring that information relevant to protection of health and the
environment is disclosed to the maximum extent practicable.

“(1) TiMING.—Not later than 30 days after making the determination described in
subparagraph (C), the Administrator shall make public the information the
Administrator has determined is not to be protected from disclosure.

“(E) NO TIMELY REQUEST RECEIVED.—If the Administrator does not receive, before
the date on which the information described in subparagraph (A) is to be released
pursuant to paragraph (2)(B), a request pursuant to subparagraph (B), the
Administrator shall promptly make public all of the information.

“(4) APPEALS.—

“(A) IN GENERAL.—If a person receives a notification under paragraph (2) and
believes disclosure of the information is prohibited under subsection (a), before the
date on which the information is to be released pursuant to paragraph (2)(B), the
person may bring an action to restrain disclosure of the information in—

“(1) the United States district court of the district in which the complainant

resides or has the principal place of business; or / Commented [A7]: Note that this provision applies to
. . 3 . o . /" information released under (e}, as well as information
“(i1) the United States District Court for the District of Columbia. /| releasad based on ah EPA determination that it is not
: s — . P : : CBI. Thus; release to first responders, Conaress, etc;
1(B3) No DISCLOSURE.— The Administrator shall not disclose any information that 1s / can be held up by the filing Dfp an appeat éthat
the subject of an appeal under this section before the date on which the applicable irtended? If not, this could be addressed in various
court rules on an action under subparagraph (A) / ways (g, by adding in the intro to (e}

“Notwithstanding paragraph {g){3}{B) of this section. .

)
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QQ%HGGFS—SGIHH:GH{—A:H@N—S}— REQUEST AND ]\OTIFI("ATION SYSTEM. —The
Administrator, in consultation with the Director of the Centers for Disease Control
and Prevention, shall develop a request and notification system that allows for
expedient and swift access to information disclosed pursuant to paragraphs (5) and (6)

of subsection (e) in a format and language that is readily accessible and
runderstandableL

“(h) Criminal Penalty for Wrongtul Disclosure.—
“(1) OFFICERS AND EMPLOYEES OF UNITED STATES —

“(A) IN GENERAL.—Subject to paragraph (2), a current or former officer or
employee of the United States described in subparagraph (B) shall be guilty of a
misdemeanor and fined under title 18, United States Code, or imprisoned for not more
than 1 year, or both.

“(B) DESCRIPTION.—A current or former officer or employee of the United States
referred to in subparagraph (A) is a current or former officer or employee of the United
States who—

“(1) by virtue of that employment or official position has obtained possession
of, or has access to, material the disclosure of which is prohibited by subsection
(a), and

“(i1) knowing that disclosure of that material is prohibited by subsection (a),
willfully discloses the material in any manner to any person not entitled to receive
that material.

“(2) OTHER LAWS.—Section 1905 of title 18, United States Code, shall not apply with
respect to the publishing, divulging, disclosure, making known of, or making available,
information reported or otherwise obtained under this Act.

“(3) CONTRACTORS.—For purposes of this subsection, any contractor of the United States
that is provided information in accordance with subsection (e)(2), including any employee
of that contractor, shall be considered to be an employee of the United States.

“(1) Applicability.—

“(1) IN GENERAL.—Except as otherwise provided in this section, section 8, or any other
applicable Federal law, the Administrator shall have no authority—

“(A) to require the substantiation or resubstantiation of a claim for the protection
from disclosure of information submitted-to-reported to or otherwise obtained by the
Administrator under this Act before the date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act; or

“(B) to impose substantiation or resubstantiation requirements under this Act that
are more extensive than those required under this section.

“(2) PRISRACTONS—NOTHING A CTIONS PRIOR TO PROMULGATION OF RULES.—
Nothing in this Act prevents the Administrator from reviewing, requiring substantiation or
resubstantiation for, or approving, modifying or denying any claim for the protection from
disclosure of information before the effective date of such rules applicable to those claims

"1 Commented [AB]: This provision is confusing. The

“lnformation” in question would already have been
submitted to EPA, so how would EPA be able to
determine the format and language of the information?
Also; subsection (g} already provides the timeframes for
release of the info; s what mare would EPA do to allow
for expedient and swift access?
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as the Administrator may promulgate after the date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act.”.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/23/2016 12:56:21 AM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey TSCA TA on 6{a) alternatives

Michal, we took a closer look at the section 6(a) alternatives on which you requested TA on March 22
and have some reactions and also some proposed alternative language.

First, we were concerned that the way in which that language regarding cost was inserted created
uncertainties regarding the role of cost. It might have been argued that the language suggested that
the unreasonable risk that had to be eliminated was one in which cost played a role.

In addition, the reference to cost and other non-risk factors could appear to suggest that they were
more important than the other factors listed in subsection (¢)(2).

The alternative language below splits 6(a) into two sentences. The first establishes the principle that
cost and other non-risk factors do not play a role in determining whether a chemical substance
presents an unreasonable risk and in setting the objective or goal for the risk management actions. To
reinforce this we refer to subsection (b)(4)(A) explicitly in connection with the objective as well as the
initial assessment of the chemical substance.

The second sentence addresses the selection of the particular risk management requirement or
requirements and states that the choice is to be made taking into consideration costs and other factors
in accordance with subsection (c)(2) (i.e., it highlights the term costs but the reference includes all the
factors listed in (¢)(2)).

This language could be used as a stand-alone option or could be combined with the other language we
previously suggested to refer to cost-effectiveness in (c)(2).

SCOPE OF REGULATION—If the Administrator determines in accordance with subsection
(b)(4)(A) that the manufacture, processing, distribution in commerce, use, or disposal of a chemical
substance or mixture, or that any combination of such activities, presents an unreasonable risk of
injury to health or the environment, then the Administrator shall by rule, and subject to section 18,
apply one or more of the following requirements to such substance or mixture to the extent necessary
[to ensure/so] that the chemical substance does not present such unreasonable risk, as determined in
accordance with subsection (b)(4)(A), under the intended conditions of use. In selecting

the particular requirement or requirements to be applied pursuant to this subsection, the Administrator
shall, inaccordance with subsection (¢)(2), take into consideration costs and other factors in choosing
among the requirements evaluated.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)
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Washington, DC 20460
202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/1/2016 11:34:42 PM

To: Michal_Freedhoff@markey.senate.gov

Subject: TSCA TA on section 14 TA

Attachments: 14-03-31-16cleanedupTOEPA-simple markup-through ¢3 {1).docx; ATTO0001.htm

Michal,
TA on section 14. Thanks,
Sven

Here are our overarching comments on the CBI section through 14(c). We have not yet done a detailed review
of the remainder of the section.
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SEC. 14. CONFIDENTIAL INFORMATIONDISCLOSURE OFDATA

ey otz ibcontormed pendine revissontent

(a) Iv GE\IERA

Xee—pt—{hai——sueh—mfemmm :
L_ for which the requirements of subsection (d) are met.

Commented [BD1]: The title dossn’t match what this
text is actually doing: There's nothing in the text of this
. subsection that talks about substantiation
LT
g : g \ Commented [A2]: Based on yesterday's conversation
; )it 1ectto the condition 3
the Iosure of any -such-anformation-crinfocmationthatasthesubdect
of subsestion-{e)}3

we had understood that {hlwould provide that nothing
in subsection {a)-prohibits the protection from
distlosure of the {b} information. This; instead; seems
to: provide for protectability for all of this information;
\ evenif in a-health and safety study {since {ckis part of
- . in i \ this section):: Confusingly 1d{cknow provides thatiit
manufacture or processing of a chemical substance, mixture, or article
(2} Marketing and sales information.

‘\ operates notwithstanding (b).:So; each one purportsto
t I trump the other.
(3) Information identifyving a

1
33y through discoverv, subpoena, other court order, or i
anty other judicial process otherwise alfowed under applicable Federal or
State law:

1
a supplier or customer. ‘ Commented [A3]: QUESTION TO EPA: This change
(4) Details of the full composition of a mixture and the respective i
perc,emagex of conxtituenlx

was made in order tomirror the change in HA{c){1)
which reverts the health and safety info lansuage back
| toexisting TSCA. We note there could be conflicts

\ betweenithistextand other subsections fincluding but
\ notlimited to 14(c)) eventhoughthe EPA

\ notificationfreview process under 14{g} could also he

\\ argued to mitizgate against that conflict. Weld

| appreciate your carefulvead and feedback

ofa c.hcmlcdl substance or mlxmrc in a process, mixture, or produ‘.t.
(6) Specific production or import volumes of the manufacturer
{7y Specific_aggregated volumes across manufacturers

if the

volumes would reveal confidential information.
LS,) i ceept-as :4,\\4{}; '

vi-$The specific
identity of a »hcmiual substance prior to the date on which the chemical

stherwise-provided o thiy

¢ chemica Here seems to deprive (b of any effect: Ifthe (b)
substance is first offered for commercial distribution, including the information must first be determined to satisfy (a)
chemical name, molecular formula, Chemical Abstracts Service number, before it is protectible, then it's hard to see how (b)
and other information that would identify a specific chemical substance. does anything, since any information that satisfies (a)
if the specific identity was claimed as confidential information at the and {d} is pratectible.
time it was submitted in a notice under section 5

Commented [A4]: Per earlier TA, the inclusion of {a)

the disclosure of

(A) any health and safety study which is submitted under this Act with
respect to—

(1) any chemical substance or mixture which, on the date on which such
study is to be disclosed has been offered for commercial distribution, or

(i) any chemical substance or mixture for which testing is required under
section 4 or for which notification is required under section 5, and
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(B) any data reported to, or otherwise obtained by, the Administrator
from a health and safety study which relates to a chemical substance
or mixture described in clause (i) or (it) of subparagraph (A).

This paragraph does not authorize the release of any data which discloses

processes used in the manufacturing or processing of a chemical

substance or mixture or, in the case of a mixture, the release of data

disclosing the portion of the mixture comprised by any of the chemical

substances in the mixture.

OTHER INFORMATION NOT PROTECTED FROM
DISCLOSUREm \UE‘\,L\/MOII\ (\ﬂ and {b; do not pmiuhﬂ the disclosure of e

( Formatted: Normal, No bullets or numbering ]

[ Formatted: Font: Times New Roman, 10 pt 1

(A)For_information submitted after the date of enactment of the
Frank R. Lautenberg Chemical Safety for the 21st Century Act
the specific identity of a chemical substance as  of the date on
which the chemical substance is first offered for commercial
distribution, if the person submitting the information does not
meet the requirements of subsection (d).

(B) A risk evaluation conducted under section 6.

(C) Anv general information describing the manufacturing volumes,

expressed as specific aggregated volumes or, if the Administrator

determines that disclosure of spesific aggregated volumes would
reveal confidential information, expressed in ranges.
(M A _general description_of a process used in the manufacture or

processing and mdustrial commcruial of consumer functiom and
of a chemical substance

chemical substance or mixture, mcludm mformation speclhc to
an industry or industry sector that customarily would be shared
with the general public or within an industry or industry sector.

MIXJr D ONb IDENT IAI AND N( INCONF H)P NTIAL

submmcd with _or contamed mlormauon
shall be protec.ted from
disclosure, if the submitter complies with subsection {(d3, subject to the
c.ondilion lhat information in the submission that is not eligible for
disclosure shall be disclosed.

Commented [u5]: Suggested revisions to prevent the
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/5/2016 2:26:24 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on Section 5 - early morning

Attachments: 5-04-05-16-EARLY AM TA.EPA TA.doc

Michal — TA responding to your comments on section 5 attached. EPA comments in blue. Please let me know
if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, April 05, 2016 6:00 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Fw: Section 5

Sven - comments in yellow are for vou, changes marked with blank comment boxes and a couple in green for
Dimitri. Pls take one more FAST look, need to get this to the House asap.

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA}
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SEC. 5. MANUFACTURING AND PROCESSING NOTICES.
Internalb x-rels where existing THSEA Ietteringnunbering chonsed have it been

confarmudperuliog ceview nf foxd

(a) In GeneraL.—(1) Except as provided in subsection (h), no
person may—

(A) manufacture a new chemical substance on or after the 30th
day after the date on which the Administrator first publishes the
list required by section 8(b), or

(B) manufacture or process any chemical substance for a use
which the Administrator has determined, in accordance with
paragraph (2), is a significant new use,

unless--

{1} such person submits to the Administrator, at least 90 days
before such manufacture or processing, a notice, in accordance
with subsection (d), of such person’s intention to manufacture or
process such substance and such person complies with any
applicable requirement of subsections (b), (s} or {£}; an_d

(i) the Administrator conducts 3 te
sither

D m,ii(es a_deiernunation under paragraph (3¥A)-erand. as

im«. L5a0Y, issues dn mdgi 1o re strict \mh manufactunng or Commented [A1]: TOEPA Tdidntlike required ltis never

PIC sing subs s 3 sarv—under subsection N “required” for EPA toissue orders to allow manufacture under

(1), takes applw&bl &c{;{}n sequired: tmdu subsection £ N (&) rtqr (P' E';A C.OU'!d%UT!t deo_ifde o drestriction V.‘?" fix ;2? .
(11 makes a detcrmmanon Uﬁdof parazraph (3¥B) and 88 1\\“\\ \\ icg}s{;z;\,fg i:ﬁ‘;?hge e 1 you disagree of 1 you Tink as

an order to pw se—vestrict such manufachwing or AN e

progessing under 5uhxccuon {e).  anv-apphicablo-achion - reguired '\\ Commented [A2R1]

under-wibsechions{eror{f: \\

(2) A determination by the Administrator that a use of a chemical
substance is a significant new use with respect to which notification is
required under paragraph (1) shall be made by a rule promulgated after
a consideration of all relevant factors, including—

(A) the projected volume of manufacturing and processing of

a chemical substance,

\\ Commented [A3]: Michalagrees with EFATA. (g)is what
% | happens AFTER a determination and is not the actual
\ | determination. The determination in question is the one in

\ | paragraph 3(A) that is referenced here

Commented [A4]: Michal switched these to read the same

(B) the extent to which a use changes the type or form of way. No need to have the word ‘prohibit’ because ff it is
exposure of human beings or the environment to a chemical prohibited, the prerise of this subsection makes o sense -
b N manufacture IS prohibited unless these things occur, and no
substance, ) ) ) need for “riscessary” in (1) besatise If a (B) determination is
(C) the extent to which a use increases the magnitude and

made the ONLY way manufacture can proceed is via an
duration of exposure of human beings or the environment to a order,

chemical substance, and

(D) the reasonably anticipated manner and methods of
manufacturing, processing, distribution in commerce, and disposal
of a chemical substance.

(3y Before the end of the applicable period for review under
parazraph (1), and -subject to section 18, the Adminisirator shall review
a notice recetved under paragraph (1) and—

{A) determine whether ii—-{thﬁé relevant chemical subsiance or
significant new use may present an unreasonable risk of njwry to
hiealth or the environment, withoul consideration of costs or other
nen-risk factors, including an unreasonable risk to a potentially
exposed or susceptible population identified as relevant by the
Administrator under the conditions of use.; and take applicable
action under subsection (), or

(B) determine that additional information is necessary 1o make
the defermunation under subparagraph (A and take applicable
action under subsection (B30,

,,,,, ‘[ Commented [A5]: Restored "whether” per EPA }
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{4} Failure io Render Determination.—

(A} In General.—The Admimstrator shall complete a review of a notice

required by this section within the review period provided in
subsections {a} and { d\

{(B3) Fatlure to Bender Determination —I the Aduynistrator fails to

subsection {g} byl the end of the applicable review period. ioluding an
ursuant fo subsection (03 the Adnunistrator shall refond (o

gxiension

Commented [A6]: Actually | think we DO want EPA to do
N SOMETHING before the first 90 days elapses under
N\ paragraph (3) above We don't really want a 90 day extension
\ to be made before EPA decides to order atest orask for more
\ information: | thinkthese timeframes should ot be

be reheved of any vequivement to make suchdeterpmation. |

{Cy Limgtations,.—

(1) A refund of applicable fees under subparagraph (B)
shall not be made 1 the Admanistrator certifies that
the subnutter bas not provided information required
under subsections (b or {¢) or has otherwise unduly
delaved the process such that the Adnunistrator is
unable to render a defermination within the
applicable period of review, and
A fatlure of the Administrator 1o render a decision
shall not be deemed io constitute g withdrawal of the
notice,

{11)

(5 _ABRTICLE CONSIDERATION.—The Administrator may
require notification under this section for the import or processing of a
chemical substance as part of an article or category of articles under
paragraph (1YY if the Admanistrator makes an affirmative finding ina
rule under paragraph (2) that the reasonable potential for exposure fo
the chemical substance through the article or categowy of arficles
subieet to the rule justifies notification.

(b) SUBMISSION OF Fass-Baral
(1Y)A) If (1) a person is required by subsection (a)(1) to submit a
notice to the Administrator before beginning the manufacture or
processing of a chemical substance, and (i1) such person is required to
submit test-dateinformation for such substance pursuant to a rule, order
or_couseni agreement prosulgated—under section 4 before the
submission of such notice, such person shall submit to the
Administrator such deta-information in accordance with such rule,
order, or conseni agresmeni at the time notice is submitted in
accordance with subsection (a)(1).
B I
(1) a person is required by subsection (a)(1) to submit a notice
to the Administrator, and
(i1) such person has been granted an exemption under section
4(c) from the requirements of a rule or swder promubsated-under
section 4 before the submission of such notice,
such person may not, before the expiration of the 90-day period which
begins on | the date of the submission in accordance with such rule or

brdert of the test-datainformation the submission or development of

which was the basis for the exemption, manufacture such substance if
such person is subject to subsection (a)(1)(A) or manufacture or

process such substance for a significant new use if the person is subject
to subsection (a)(1)(B).

(2)(A) If a person—

congistert. Feel free to disagree, EPA.

| ‘\\ \ Commented [A8]: Michal agrees that (g) is what happens
[ \\ AETER a 3(A) determination that allis ok
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[ Commented [ALLT: This work?

I Commented [A12]: Note to House: the way this was
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N allows manufacture 90 days after the date the information was

N required to be submitted, whether the information was
N submitted ornot- Changed back o existing TSCA which keys
\ | off the date the information was actually submitted to EPA.
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(1) is required by subsection (a)(1) to submit a notice to the
Administrator before beginning the manufacture or processing of a
chemical substance listed under paragraph (34), and

(i1) is not required by a rule, order, or consent agreement
propudgated-under section 4 before the submission of such notice
to submit test-datainformation for such substance,

such person shall submit to the Administrator data—information
prescribed by subparagraph (B) at the time notice is submitted in
accordance with subsection (a)(1).

(B) InformationBata submitted pursuant to subparagraph (A) shall
be informationdata which the person submitting the date-information
believes show that—

(1) in the case of a substance with respect to which notice is
required under subsection (a)(1)(A), the manufacture, processing,
distribution in commerce, use, and disposal of the chemical
substance or any combination of such activities will not present an
unreasonable risk of injury to health or the environment, or

(i1) in the case of a chemical substance with respect to which
notice is required under subsection (a)(1)}B), the intended
significant new use of the chemical substance will not present an
unreasonable risk of injury to health or the environment.

(3 If the Admunstrator determines vnder subsection {a(3¥B) that
additional information is necessarv to make the determination under
suhsection {a)}3XA), the Admunistrator—

{A) shall provide an opportumuty for the subnutter of the notice
to submit the additional information.

{B) may. by agreement with the submitier, exiend the review
period for a reasonable time to allow the development and
submission of the additional iformation,

(C) may promulgate a rule, entor info a consent agresment, or
issue an order under section 4 1o require the development of the
information,

{D) on receipt of the additional information the Admunistrator
{inds supports the deternunation under subsection (){3¥A). shall
promptly make the determunation; and

{E) mav take the actions specified in subsection (e},

(43) Bata-Information submitted under paragraph (1), es-(2) or (3}
shall be made available, subject to section 14, for examination by
interested persons.

(34X A)1) The Administrator may, by rule, compile and keep
current a list of chemical substances with respect to which the
Administrator finds that the manufacture., processing, distribution in
commerce, use, or disposal, or any combination of such activities,
presents or may present an unreasonable risk of injury to health or the
environment, without consideration of costs or other non-risk factors.

(i1) In making a finding under clause (i) that the manufacture,
processing, distribution in commerce, use, or disposal of a chemical
substance or any combination of such activities presents or may present
an unreasonable risk of injury to health or the environment, the
Administrator shall consider all relevant factors, including—

(D) the effects of the chemical substance on health and the
magnitude of human exposure to such substance; and
(I) the effects of the chemical substance on the environment
and the magnitude of environmental exposure to such substance.
(B) The Administrator shall, in prescribing a rule under
subparagraph (A) which lists any chemical substance, identity those

1 Commented [A14]: Note to House: per EPA there could

be other factors that go into an unreasonable risk finding and
they suggest deleting the limitation onwhat they can consider.
which s why we edited your Section 5 change here.
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uses, if any, which the Administrator determines, by rule under
subsection (a)(2), would constitute a significant new use of such
substance.

(C) Any rule under subparagraph (A), and any substantive
amendment or repeal of such a rule, shall be promulgated pursuant to
the procedures specified in section 553 of title 5, United States Code:
sxcept-that {tr-the Administrator—shall give nterested —persons—an

aa—ldi-ti-(}n--i‘é-&;}-@pp@p‘{amg o-make-wrtien submissions-(41)-a-fransenpt
shotl-be-kopt

£AD

may for good cause extend for additional periods (not to exceed in the
aggregate 90 days) the period, prescribed by subsection (a) or (b)
before which the manufacturing or processing of a chemical substance
subject to such subsection may, subject to any necessary requirenments
under subsection {¢) or (), begin. Subject to section 14, such an
extension and the reasons therefor shall be published in the Federal
Register and shall constitute a final agency action subject to judicial
review.

(d) CoNTENT OF NOTICE; PUBLICATIONS IN THE FEDERAL REGISTER.—
(1) The notice required by subsection (a) shall include—
(A) insofar as known to the person submitting the notice or
insofar as reasonably ascertainable, the information described in
subparagraphs (A), (B), (C), (D), (F), and (G) of section 8(a)2),
and
(B) in such form and manner as the Administrator may
the person giving such notice which are related to the effect of any
manufacture, processing, distribution in commerce, use, or
disposal of such substance or any article containing such
substance, or of any combination of such activities, on health or
the environment, and
(C) a description of any other informationdete concerning the
environmental and health effects of such substance, insofar as
known to the person making the notice or insofar as reasonably
ascertainable.
Such a notice shall be made available, subject to section 14, for
examination by interested persons.

(2) Subject to section 14, not later than five days (excluding
Saturdays, Sundays and legal holidays) after the date of the receipt of a

the Administrator shall publish in the Federal Register a notice
which—

(A) identifies the chemical substance for which notice or
informationdata has been received; ,
(B) lists the wonditions of use of such substance identified in

the notice and anv additional uses of such substance that are reasonably
foreseeable by the [Admimatraio] s orintended uses-of such-substance;

and

__________ _data-under
subsection (b), describes the nature of the tests performed on such
substance and any information dats-which was developed pursuant

(C) in the case of the receipt of informat

1 Commented [A15]: |
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to subsection (b) or a rule, order, or consent agreement under

section 4.
A notice under this paragraph respecting a chemical substance shall
identify the chemical substance by generic class unless the
Administrator determines that more specific identification is required in
the public interest.

(3) At the beginning of each month the Administrator shall publish
a list in the Federal Register of (A) each chemical substance for which
notice has been received under subsection (a) and for which the
notification-period prescribed by subsection (a), (b), or (¢) has not
cxplrcd and (B) each chemical substance for which such swtifieation

period has expired since the last publication in the Federal Register of
such list.

(6) REGULATION WHEN AVAILABLE INFORMATION 1S {MSUFFICIENT,—
(1)e-43 If the Administrator determines that—

&3 the information available to the Administrator is insufficient to
permit the Administrator to make a deternnation in accordance with
%uhswuon {2 3HA) peorput-a-roasoncd-evaluation-of-the-health-and

sis-affor i a chemlcal substance or gigmﬂcam newW

{413 I; ‘beifﬁ}l{ -the

Adsinistra

}i%%s&i}g:

B s B 5 > B 5 v 5 > 5
sresent-an-unreasonable-risk-of
-substance-ts-orwill-be

- g 7
combinalion-of-such-aetivilies—may
mj wry-te- heaith 21 the €ﬂ‘v’1£o¥1ﬁ}€ﬁ€ =

quantibies—or-there—i5-ot--may-—-be-stambicant-or-substantialhuman
wposare-to-the-substance, the Administrator may issue an-prepesedan
order to mkc eﬁcct on the 6\p1rdt10n of the dpph() k notlf cation and

&Hﬁs%aﬁbe—under subsecnon (a) (b) or (c)— to prohlblt 01 E}E——h{ﬂﬁ

p’ihcrw ingl—restrict the manufacture, processing, distribution in
commerce, use, or disposal of such- > i substance, _or
manufacture or processing of the chemical substance for a significant
new use, or to prohibit or Hmit-otherwise restiict any combination of
such activities, sufficient -to enable the Admunstrator o conclude that
the chemical substance or sigruficant new use is not likely fo present an
anreasonable sk of injury o health or the environment wsthout
consideration of costs or other non-risk f,iaiors : :

msle-ofse-that-the-chemical -substanee

(28 In selecting among prolubitions and other restrictions o nclude

in an order to be issued by the Administrator to meet the standurd under

subparagraph (14, the Adnunistrator shall consider costs and other

non-risk factors.

(3C) If the Administrator 1ssues an order under subparagraph (140,
niNo person may commence manufacture of the chemical subsiance, or

manuiacture or processing of the chemical substance for a significant

pew _use pursuant to this paragraph except in compliance with the
restrictions specilied in thesueh-an order-issued-under-subparagraph

Commented [A17]: To EPA | understand your consistericy
point. But EPA can extend the period under {b) or (¢}, and
there is a required 90 days in (a). AFTER the process is
completed, there is no longer a need to specify (b}, fe inthe
‘faillure to render section because itwill have been subsumed

by (6)

T Commented [A18R17]:

Commented [A19]: EPA | agree that prohibit makes no
sense if we are just talking about the “substance” inthis
subsection bubwhat if EPA decides toallow an industrial tse
and prohibit a consumer use while it waits for testing? | think
prohibit should stay in both places it appears here. Feelfree
fo argue-with me;

{ Commented [A20]:

Commented [A21]:

\| Commented [A22]:

‘f Commented [A23):

“{ Commented [A24]:

R L S

ED_002117_00008098-00005



{453 Not later than 90 days after issuing an order under subparagraph
{140, the Admimsirator shall consider whether o pronutleate g rule
pursuant 1o subsection (a2 that identifies as a stznificant new use any
manufactunng. processing, use, distribution in conunerce, or disposal
ot the chemioal sebstance that does not co;ifﬁrm to the restriciians
and, as applicable
riubhsh a statement describing the rey
initigting such a rufemaling,

g of thc Admimsti ator for not

(3) A proposed order may not be issued under subparagraph

(1A) respecting a chemical substance (1) later than 45 days before the
expiration of the notification period applicable to the manufacture or
processing of such substance under subsection (a), (b), or (¢), and (ii)
unless the Administrator has, on or before the issuance of the proposed
order, notified, in writing, each manufacturer or processor, as the case
maydbe, of such substance of the determination which underlies such
order]

\2;&\){}5 Ixcept-as- prm;éed o-olanse-(i--with-respest-to-a
ehoﬁm{:a}rrrrr\ub\%mee Wiﬁ}rrrrﬁ@%(}% w,,,,whwh,,,,m & }s mquﬂod
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e disnosal—of—snch—cubotane(or

s or—dispesal—of—such—substance—{or oz

’ix {lwi\,nflmy such—substance f ‘{h' Adm;mkhoh,

;
detersmines—on—the-basis ol such objevtions;—that-the-detlernunations

under-par &g{&ph {iAd-mav-net-be-made:

IB\ A distret couwrt of the Umtmg Siates—which recetves an

chemical- substamb sb&ll issue-such m3 vnction i the court fmdﬁ that—
&‘\‘ﬁi}z}big Q- the rrrrrr Admmmﬁ a% i
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the Administrator finds-determines that thete-is-a-seasonable-basis-to
conchude-that-the manufacture, processing, distribution in commerce,
use, or disposal of a chemical substance or a_significant new use with
respect to which notice is required by subsection (a), or that any
combination of such activities, may p;%sen‘%s—e{—&ékpresent an

ar othcrwne 1es mci‘ the mamitaatuse processing,  disinibulion in
commerce, use, or disposal of the chemical substance. or of the
chemical substance for a sigmficant new use. sufficient to enable the
Admumstrator to conclude that the chemical substance or the sigmificant
new use 1s not likelv to present an unreasonable nsk of injury to health
or the environment, without consideration of c¢osts or other non-risk

‘[ Commented [A26]:
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{B) no person may_ sonunence manufacture of the chemical
substance, or manufacture or processing of the chenucal substance fora
significant new el pursuant o this subsection except in compliance

with the restrictions specified in the order; and

(CY mot later than 90 davs afler issuing an order under
subparagraph  {A), the Adounisirator shall consider  whether o
promuleate a rule pursuant o subsection (aX2) that identifies as a
significant new use anv manufacturing, processing, use, distribution in
commerce, or disposal of the chenucad subsiance that does not conform
to the restrichions tmposed by the order, and, as applicable, tnitiate such
a rulemaking or publish a statement desorthing the reasons of the
Admimstraior for nof initiating such a ruleraking.

(2) In selecting among prohibitions and other restrictions o
mdude in adn order 1o be issued by Tthe Administrator o meet the

ard\ onder paragraph {1} of this-subsection-or-under-subsestion

{ Commented [A28]: |

SEEAY-, the Administrator shall consider cost
factors,_and such an order may includeiss
section-6{a)}-to-apply-to-a-chemical substance with- rt%pw{ to-whicha
finding was-made under paragraph (33—

(A) a requirement limiting the amount of such substance
which may be manufactured, processed, or distributed
commerce,

(B) a requirement described in paragraph (2), (3), (4), (5), (6),
or (7) of section 6(a), or

(C) any combination of the requirements referred to in
subpaxagraph (B)

dﬂd uthcr non- f!bi\

in

feral-B n;bg,r‘ Sestion-GLd )2 ¥B}-shall .mni with

s respaect-to-such
B--FORE: et - HHG T

{33 PERSISTENT AND BICACCUMULATIVE SUBSTANCES —Fora
chenucal substance the Adnunisirator determines, with respect 1o persistence
and binaccumulation, scores high for 1 and either bizh or moderate for the other,
pursuant io the TSCA Work Plan Chemicals Methods Document published by
the Admuustrator in February 2017 {or a successor scoring system). the

Administrator shall, in selecting among prohibitions and other restrictions that

the Admunistrator determines are jsufﬁ‘c«isznt s that the manufactore, processing,
disinbution in commerce, use, or disposal of such subsiance, or any combination |
of such activities, 3s not Jikely o present an unreasonable nisk of imjury o healih
or environment, in accordance with subsection (a)}{3% A, reduce potential
exposure to the substance 1o the maxumum exient practicable.

@) WORKPIACE EXPOSURES -—To the extent practicable. the
Admimsiraior shall consult with the Assistant Secretary of Labor for

Ocoupational Safety and Health prior to adopuing any prohibition or

other restriction under this subsection to address workplace exposures.

(3A) The-Admnistrator may—
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concern? Also, | understand this list of requirements is
\\ stupidly drafted but every time we reswrite parts of existing

Y | 1SCA that substantively do ot require reswriting we get yelled
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(g) STATEMENT oE REasSoNs :
ADMINISTRATO g —If the Administrator finds,, in accordance

with subsection {(a¥3XA), that a deternunation that the relevant
chemical substance or significant new use may present an uiwreasonable
risk of injurv 1o health or the environment 1s not jusiidied, then
potwithsianding any remaining poriion of the period for review under
subsection (a), {b), or {¢) applivable to the manufaciuring or processing

of such substance or of such substance for a sigmificant new use. the

submutier of the notice mav commence manufactre for commercial
purposes of the chemncal substance or manufacture or processing of the
chcmicai substance for a significant new use, and has notanitiated any
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ance—the Administrator shall publish a statement of the
Admlmstrator s determinationtinding _reasons-{for-net-mitisting -such
action. Such a statement shall be gubmitted for published-publication in
the Federal Register as soon as is practicable before the expiration of
such period. Publication of such statement in accordance with the
preceding sentence is not a prerequisite to the manufacturing or
processing of the substance with respect to which the statement is to be
published.

(h) ExempTioNs.—(1) The Administrator may, upon application,
exempt any person from any requirement of subsection (a) or (b) to
permit such person to manufacture or process a chemical substance for
test marketing purposes—

(A) upon a showing by such person satisfactory to the
Administrator that the manufacture, processing, distribution in
commerce, use, and disposal of such substance, and that any
combination of such activities, for such purposes will not present
any unreasonable risk of injury to health or the environment,
without consideration of costs or other non-risk factors, including
an_unreasonable pisk to a potentially exposed or susceptible
population identified bv the Adounisiraior for the specific uses
identified in the application, and

(B) under such restrictions as the Administrator considers
appropriate.

(2)A) Thej Administrator may, upon application, exempt any

person from the requirement of subsection (b)(2) to submit information
data-for a chemical substance. If, upon receipt of an application under
the preceding sentence, the Administrator determines that—

(i) the chemical substance with respect to which such
application was submitted is equivalent to a chemical substance for
which informationdats has been submitted to the Administrator as
required by subsection (b)(2), and

(ii) submission of informdtiouéa%a by the applicant on such
submltted to the Administrator in accordancc W1th such subsectlon,

the Administrator shall exempt the applicant from the requirement to
submit such nformation-data-on such substance. No exemption which
is granted under this subparagraph with respect to the submission of
nfornationdsata for a chemical substance may take effect before the
beginning of the reimbursement period applicable to such
informationdats.

for a chemical substance because of the existence of previously
submitted datsintormation and if such exemption is granted during the
reimbursement period for such iformationdets, then (unless such
person and the persons referred to in clauses (1) and (ii) agree on the
amount and method of reimbursement) the Administrator shall order
the person granted the exemption to provide fair and equitable
reimbursement (in an amount determined under rules of the
Administrator)—

Commented [A34]: | eq counselto confurm internal Xerefs
here if needed
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(1) to the person who previously submitted the informationdate
on which the exemption was based, for a portion of the costs
incurred by such person in complying with the requirement under
subsection (b) (2) to submit such information data, and
(ii) to any other person who has been required under this
subparagraph to contribute with respect to such costs, for a portion
of the amount such person was required to contribute.
In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (1) and (i1) for costs
incurred with respect to a chemical substance, the Administrator shall,
after consultation with the Attorney General and the Federal Trade
Commission, consider all relevant factors, including the effect on the
competitive position of the person required to provide reimbursement
in relation to the persons to be reimbursed and the share of the market
for such substance of the person required to provide reimbursement in
relation to the share of such market of the persons to be reimbursed.
For purposes of judicial review, an order under this subparagraph shall
be considered final agency action.

(C) For purposes of this paragraph, the reimbursement period for
any previously submitted information datafor a chemical substance is a

(1) beginning on the date of the termination of the prohibition,
imposed under this section, on the manufacture or processing of
such substance by the person who submitted such informationdata
to the Administrator, and

(i1) ending—

(D) five years after the date referred to in clause (i), or
(1) at the expiration of a period which begins on the date
referred to in clause (i) and is equal to the period which the

Admmlstrator determines was necessary to develop such

whichever is later.

(3) The requirements of subsections (2) and (b) do not apply with
respect to the manufacturing or processing of any chemical substance
which 1s manufactured or processed, or proposed to be manufactured or
processed, only in small quantities (as defined by the Administrator by
rule) solely for purposes of—

(A) scientific experimentation or analysis, or
(B) chemical research on, or analysis of such substance or
another substance, including such research or analysis for the
development of a product,
if all persons engaged in such experimentation, research, or analysis for
a manufacturer or processor are notified (in such form and manner as
the Administrator may prescribe) of any risk to health which the
manufacturer, processor, or the Administrator has reason to believe
may be associated with such chemical substance.

(4) The Administrator may, upon application and by rule, exempt
the manufacturer of any new chemical substance from all or part of the
requirements of this section if the Administrator determines that the
manufacture, processing, distribution in commerce, use, or disposal of
such chemical substance, or that any combination of such activities,
will not present an unreasonable risk of injury to health or the
environment, without consideration of costs or other non-risk factors, -
A—rule—promulgated —underthis—paragraph-{and-—anyv—substantive
amendmc.iﬁ Ao -tepent-ofsurh-a-rule)-shall-be-promulgsted -in

ss-{2-and-{3-of section-Sler-including an
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unreasonable risk o a potentially exposed or susceptible population
identified by the Administrator under the conditions of use.

(84) The Administrator may, upon application, make the
requirements of subsections (a) and (b) inapplicable with respect to the
manufacturing or processing of any chemical substance (A) which
exists temporarily as a result of a chemical reaction in the
manufacturing or processing of a mixture or another chemical
substance, and (B) to which there is no, and will not be, human or
environmental exposure.

(63) Immediately upon receipt of an application under paragraph
(1) or (34) the Administrator shall publish in the Federal Register
notice of the receipt of such application. The Administrator shall give
interested persons an opportunity to comment upon any such
application and shall, within 45 days of its receipt, either approve or
deny the application. The Adnmunistrator shall publish in the Federal
Register notice of the approval or denial of such an application.

“process’” mean manufacturing or processing for commercial
purposes.
(23 For purposes of this Act, the term ‘requirement’ as used in this

section dess-notshall not displace any statutory or common ia\’v -

[15U.S.C. 2604 |

| Commented [A35]:
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/28/2016 1:03:31 AM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey TSCA TA request on costs analysis

Attachments: Markey. TSCA TA.Costs Analysis.Senate Offer 4.24 - Section 5.docx; ATT00001.htm; Markey.TSCA TA.Costs
Analysis.Senate Offer 4.24 - Section 5.docx; ATT00002.htm

Michal,
This TA responds to the request on cost considerations.

In particular, there are three comments to point out. The most important is the comment on p. 49 [44] of the
second document (RLSO of HLC 4 22), which addresses the cost analysis issue for alternatives we have
discussed.

The other two are on p. 137 [124] of that document (addressing discrepancies in the drafting of section 21) and
p. 8 of the first document (suggesting text to align the sec 5 review period with the obligation to respond to
information submitted).

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/19/2016 4:15:01 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: TSCATA

Michal — 14 close — will be next

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik

Sent: Tuesday, April 19, 2016 12:14 PM

To: 'Freedhoff, Michal (Markey)' <Michal_Freedhoff@markey.senate.gov>; 'Black, Jonathan (Tom Udall)’
<Jonathan_Black@tomudall.senate.gov>; ‘Deveny, Adrian (Merkley)' <Adrian_Deveny@merkley.senate.gov>
Subject: TSCA TA on HLC section 4 (4-18)

Michal, Jonathan and Adrian,
The attached TA responds to the request to compare section 4 - SLC and HLC (4-18) versions.

This TA only responds {o changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

ED_002117_00008107-00001



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/10/2016 11:28:53 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen. Markey TSCA TA additional follow up on section 6/26

Got it - checking

On Apr 10, 2016, at 7:27 PM, Freedhoff, Michal (Markey) <Michal Freedhoffi@markey senate gov> wrote:

Just making 100% sure — see my redlining p 22-23 of the HLC version,

o(1) no changes to this para? PRIOR-INITIATED EVALUATIONS.—Nothing
14 1n this Act, or the amendments made by this Act,

15 prevents the Administrator of the Environmental

16 Protection Agency from initiating a risk evaluation

17 regarding a chemical substance, or from continuing

18 or completing such risk evaluation, prior to the ef19

fective date of the policies, procedures, and guidance

20 required to be developed by the Administrator under

21 section 26(k) of the Toxic Substances Control Act,

22 as added by subsection (a) of this section.,

©(2) ACTIONS COMPLETED PRIOR TO COMPLE24
TION OF POLICIES, PROCEDURES, AND GUIDANCE.—
25 Nothing 1n this Act, or the amendments made by

April 8, 2016 (2:27 p.m.)
FAKMLATAEC\TSCA\SEC26_01.XML
AVHLC\040816\040816.124.xm! (62693513)

23

[Discussion Draft]

1 this Act, requires the Administrator of the Environ2

mental Protection Agency to revise or withdraw a

3 completed risk evaluation, determination, or rule

4 under the Toxic Substances Control Act solely be5

cause the action was completed prior to the develop6

ment of a policy, procedure, or guidance under this section or section 6see?
E}EHI QI ; Elkla ot tllig : Oxi€ i HES;E:H.E e5-C X HH‘ Hhet-as

Michal Tiana Freedhoff, PhD.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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Connect with Senator Markey
<imagel0l.png><imagel02. pngr<imagel3. pnge<imagel04.jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Sunday, April 10, 2016 7:14 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal,
This TA responds to the additional followup request on 6/26.

In response to your request for drafting assistance to ensure that all relevant guidance documents are
included in the scope of the Section 26 provision, we suggest the following:

26(_) [Nothing requires EPA to revise or withdraw an action] . . . "solely because the action was completed
prior to the development of a policy, procedure, or guidance under this section or under section 6."

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>
Date: April 10, 2016 at 6:31:09 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA additional follow up on section 6/26

pk. thanks. so, given that, Fm planning to move 3. Into 26, The other 2 can’t be
addressed that way. using MHouse text as your base, | think | need some drafting
assistance, 'm afraid that sentence the validity of a completed assessment,
determination, or rule shall not be determined based on the content of such a
policy or procedure.”" can’t be included.

Michal Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagelGl.pngr<imagel02. png><imagell3 pngr<imagel04.jpg>
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From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Sunday, April 10, 2016 4:21 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal,
This TA responds to the followup request on 6/26.

We think there are 3 relevant requirements.

1. the requirement in 6b1 to establish by rule a risk-based screening process

2. the requirement in 6b4B to establish by rule the process for risk evaluations

3. The requirement in 6b4] to issue guidance as to how outside parties can submit
their own draft risk evaluations

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 1:58:35 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA follow up on section 6/26
Punderstand. |am attaching the Senate’s view of what section & looks
like to resolve this concern for you. it has not yvet been sent to the
House despite its file name — { am hoping to resolve this section 26 issue
before that ocours.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/21/2016 4:29:46 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Sen. Markey TSCA TA on Animal testing

thanks

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Thursday, April 21, 2016 12:28 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Sen. Markey TSCA TA on Animal testing

Thanks - | don't know the answer to your related question butwill try to find out
Michal Hana Freedhoff, Ph.D.

Director of Oversight and {nvestigations
Office of Senator Edward 1. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Thursday, April 21, 2016 12:26 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on Animal testing

Michal,
This TA responds to the request on animal testing language.

This language does not raise any drafting or policy issues for us.

We have a related question. Does this language address questions raised by Sen. Booker asking whether EPA
has a concern that voluntary tests look to non-animal testing first and will lead to less information getting to

EPA. Is the Booker issue about language that has been stricken?

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,

the draft language and the comments. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.pov]
Sent: Wednesday, April 20, 2016 6:33 PM

To: Kaiser, Sven-Erik <iaiser. Sven-Erik@ena.gowy

Subject: Fw: confidential draft

Pls review. Section 6 coming soon.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {-MA]}

From: McCarthy, David <David, MoCarthy@mail houss,onv>

Sent: Wednesday, April 20, 2016 6:29 PM

To: Jackson, Ryan (Inhofe); Karakitsos, Dimitri (EPW); Poirier, Bettina (EPW); Black, Jonathan (Tom Udall); Freedhoff,
Michal (Markey)

Cc: Cohen, Jacqueline; Sarley, Chris; Couri, Jerry; Richards, Tina; Kessler, Rick

Subject: FW: confidential draft

On the House side we’ve been working hard to develop some fixes that can make a bi-par House vote
possible:

On section 26 we will go with the draft as is, including Senate science language.

On section 6 (April12 draft) -  On page 2 — keep the factors to consider for selecting chemicals for
prioritization but drop the requirement that EPA do a rulemaking for a year to articulate those
standards.

- Onpage 4 keep the low priority designation but in the description of low priority substances,
change “not likely to present” to “likely not to present”

- Onpage 4, delete the distinction for inactive substances

- Onpage 6-7, delete paragraph (C) —
- Onpage 8, line 13 delete (i) [info request] and {ii) [notice and comment]
- Onpage 10, line 17, delete (B) This is covered by our section 26

- Onpage 12 — delete notice and comment on requests for risk evaluation. Seems to suggest
that EPA prioritizes manufacturer risk evaluations, instead of first-come first-served. -

In the new language from Dimitri and Michal, keep the new arrangement for (c)(2}(A) [including
new Senate treatment of “cost-effective”, etc] but in (c){2)}(A){iv)}{ll) delete “quantifiable and
non-quantifiable”

On articles in 6 delete “or category of articles” in one place but not both. It's not needed where

bracketed below.
“(D) ARTICLES.—In selecting among prohibitions and other restrictions, the Administrator shall apply
such prohibitions or other restrictions to an article or category of articles containing the chemical
substance or mixture only to the extent necessary to address the identified risks from exposure to the
chemical substance or mixture from the article [or category of articles], so that the substance or mixture
does not present an unreasonable risk identified in the risk evaluation conducted in accordance with
subsection (b}{4){A).
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We're still working on 5, including considering a change to your SNU articles language.

On section 8:
Use either the short or long versions that you have sent us, but include the 2 savings clauses that were
drafted earlier and which you guys have.

In section 14 some concerns about the distinction being drawn between non-emergency and
emergency situations — if a release of the chemical substance has occurred or one or more
people being treated have been exposed, it would seem like you have moved into the
emergency category.

- Onpage 22, it might make sense to drop the distinction for inactive substances if we drop the
extra bar for designating those as high priority.

On section 4:

- Permit section 4{a) testing when a chemical may present an unreasonable risk by order as well
as by rule.

Keep tiered testing, but tweak it:

“{4) TIERED TESTING.—When requiring the development of new information under this subsection,
the Administrator shall consider employing a tiered screening and testing process, under which
the results of screening-level tests or assessments of available information inform the decision
as to whether 1 or more additional tests are necessary, unless information available to the
Administrator justifies more advanced testing of potential health or environmental effects or
potential exposure without first considering [conducting] screening-level testing.”;
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/16/2016 4:34:13 PM

To: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

CC: Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]; Freedhoff, Michal (Markey)
[Michal_Freedhoff@markey.senate.gov}]

Subject: Sen. Udall TSCA TA On Sec. 26

Jonathan,

we have no issues to flag on the sec 26 changes. Please let me know if any additional questions. Thanks,

Sven

Would bke to check with vou on the impact of making these changes to the Senate offer..

26(b)(4) do the following:

Include such amounts as are deposited in the Fund under this paragraph with (4)(A)

Strike (4){A)(ii) and (iii)

Strike (B){ii){1l1) [l know our intent it to section off TSCA money, but 'm not sure what it means]
Strike (4)(C)

Add House passed (b)(3)(e) “Accounting and Auditing”

We have already taken their “Auditing” language and struck ours.

They are keeping our “Termination” language
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/15/2016 4:05:13 PM

To: Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey TSCA TA request on revised section 26 (WEI16263)
Michal,

This TA responds to the request on revised section 26.

Section 26 looks good.

Note that we’ve given further thought to our earlier TA that Section 26({b){4){D){iii) would prevent EPA from collecting
fees to defray the costs of risk management work flowing from an industry-requested risk evaluation. On further
reflection, we believe it is reasonable to interpret this clause as only applying to the fee that EPA would collect from the
requestor to cover the cost of the risk evaluation, so that it would not bar EPA from later assessing a follow-on fee
(under 26(b)(1)(A)) to defray the costs of any necessary risk management rulemaking. You didn’t make any changes in
response to our earlier TA — we’re just flagging our amended view on this point.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser
U.S. EPA
Office of Congressional and Intergovernmental Relations

1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate. gov>

Date: April 15, 2016 at 6:35:31 AM EDT
To: "Kaiser, Sven-Erik" <Kaiser. Sven-Erik@epa.gov>
Subject: Fw: revised section 26 (WEI16263)

Can you take 3 look? i ok, we can have slc conform the current hic version of the same section. Sometime this
AM good.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 3/22/2016 10:46:04 PM

To: 'Freedhoff, Michal (Markey)' [Michal_Freedhoff@markey.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]
Subject: RE: Sen. Markey TSCA TA request on section 8 nomenclature language

Michal - Got it, thanks. The (B)(i) reference is a placeholder. We have concerns that need further internal
discussion. Best,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]

Sent: Tuesday, March 22, 2016 6:40 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>; Black, Jonathan (Tom Udall) <lonathan_Black@tomudall.senate.gov>;
Deveny, Adrian (Merkley) <Adrian_Deveny@merkley.senate.gov>

Subject: RE: Sen. Markey TSCA TA request on section 8 nomenclature language

Re statutory mixtures — does EPA currently have authority to designate new statutory mixtures? | think the intent of the
language is to ensure that EPA could add new mixtures in the future and no intent to create the court argument you're
fearing.

Also, are your concerns with (AT} or {BYD)? vour email says the latter but your comments are on the former,

Monday shouldn’t be a problem but the answer to the question on EPA authority with statutory mixtures would be
heipful,

Thanks
m

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

eRes

From: Kaiser, Sven-Erik [mailie: Kaiser Sven-Erik@epa. aov]

Sent: Tuesday, March 22, 2016 6:02 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA request on section 8 nomenclature language
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Michal — while understanding the TA request’'s urgency, given schedules and the specific technical and legal
knowledge required on nomenclature, we need to hold off responding fully until Monday. We have concerns
about (B)(i) and need more time to articulate them. Please let me know right away if that is a problem.

On statutory mixtures, a concern was raised that the original drafting would have allowed any
component of a statutory mixture to get on the TSCA inventory and bypass section 5. What you'll see
here are efforts to ensure that the CATEGORIES go onto the inventory but the COMPONENTS (which
may include byproducts that do not appear on the TSCA inventory) only get onto the inventory when
they're part of the category/mixture but not as separate substances. There are a couple of options
here.

Response: Although not able to fully respond yet, we have several concerns, including that the “including,
without limitation” language suggests that there are unidentified statutory mixtures beyond the six, creating the
possibility that a court might interpret the provision as expanding EPA’s current understanding of the scope of
statutory mixtures.

The second relates to the multiple CAS question of whether, for example, that language could have
been used to argue that all chlorinated paraffins are the same chemical substance. This language
seeks to create a clear process by which someone could ask EPA to make the determination, but the
determination would be EPA’s, Again, pls share thoughts etc.

Response: EPA has no concerns with the (B)(ii) language

We continue to work on this TA request, please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) <Michal Freedhofi@markey senate gov>
Sent: Monday, March 21, 2016 7:08 PM

To: Kaiser, Sven-Erik

Ce: Black, Jonathan {Tom Udall)

Subiect: Time-sensitive on section §

Sven

Can you pls rush the review of this redlined text to portions of section 87

Here are the basic guestions:

On statutory mixtures, a concern was raised that the original drafting would have allowed any component of a
statutory mixture to get on the tsca inventory and bypass section 5. What you'll see here are efforts to ensure
that the CATEGORIES go onto the inventory but the COMPONENTS {which may include biproducts that do not
appear on the tsca inventory) only get onto the inventory when they're part of the category/mixture but not

as separate substances. There are a couple of options here,

The second relates to the multiple CAS question of whether, for example, that language could have been used
to argue that all chlorinated paraffins are the same chemical substance. This language seeks to create a clear
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process by which someone could ask EPA to make the determination, but the determination would be EPA's,
Again, pls share thoughts etc.

| think there is a desire to get this to the House asap.

Thanks

M

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA])
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 2/16/2016 9:31:18 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Request - "unreasonable risk"

Michal — on rescheduling — Weds is not good for us, we can move the call up to 4 pm if that helps. We're also

available at 11:30 on Thurs, just not 2-4. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]

Sent: Tuesday, February 16, 2016 2:30 PM
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>
Subject: RE: Request - "unreasonable risk"

Should be ok

Michal Tlana Freedhoff, PhD.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailie: Kaiser Sven-Erik@epa. aov]
Sent: Tuesday, February 16, 2016 2:30 PM

To: Freedhoff, Michal (Markey)

Subject: RE: Request - "unreasonable risk”

Michal — Jim has a 4pm, any chance we can push it to 4:30pm? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

ED_002117_00008118-00001



From: Kaiser, Sven-Erik

Sent: Tuesday, February 16, 2016 1:58 PM

To: Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senaie. o>
Subject: Re: Request - "unreasonable risk"

Michal - 4 pm on Thurs, Feb 18 works for us. Call | ex - personal privacy IcOde ! Ex.6 - Persona privacy | Thanks,
Sven ' '

On Feb 16, 2016, at 12:47 PM, "Freedhoff, Michal (Markey)" <Micha! Freedhotfiimarkey senate sov™> wrote:

Call Thursday afterncon sometime btw 2-57

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {-MA]}

From: Kaiser, Sven-Erik

Sent: Tuesday, February 16, 2016 12:37 PM
To: Freedhoff, Michal (Markey)

Subject: RE: Request - "unreasonable risk"

Michal — we’re glad to provide TA in whatever way work best for you and your colleagues. What's your
timeframe on getting folks together — I'll check on availabilities. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.pov]
Sent: Tuesday, February 16, 2016 12:28 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik®ena.gov>

Subject: Request - "unreasonable risk"

Sven

There's an interest on the part of some {bipartisan) Senate staff to walk through {(conference call is fine, so is
mig, so is you sending us a TA document - whatever is best for you) the instances in TSCA where EPA's practice
is NOT to consider costs as part of 'unreasonable risk’ determinations. The motivation for the question is
section 5 exemptions, and whether EPA currently considers costs as part of deciding whether to grant them.
We thought it would be useful to go through these statute-wide rather than as they occurred to us.

Thanks
Michal

Michal Hlana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]

ED_002117_00008118-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 10:02:52 PM

To: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

CC: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]; Deveny, Adrian (Merkley)
[Adrian_Deveny@merkley.senate.gov]

Subject: Re: Sen. Udall TSCA TA request on Section 4 {4-22)

Jonathan - thanks for the additional information. Best,
Sven

On Apr 23, 2016, at 6:02 PM, Black, Jonathan (Tom Udall) <lgnathan Black®romudall senate.gov> wrote:

Sorry... these documents might be befter to assist yvou i this
The last HLO version of Sec. 4 we saw and the page/line edits we did to it that do not appear to
have been reflected in todays document that was sent over from the House.

From: Kaiser, Sven-Erik [mailto:Kaiser Sven-Erik@ena.sov]

Sent: Saturday, April 23, 2016 6:00 PM

To: Black, Jonathan {Tom Udall) <lonathan Black@tomudallsenate.gov>

Cc: Freedhoff, Michal (Markey) <itichal freedhoff@markey.senate gov>; Deveny, Adrian (Merkley)
<Adrian_ Deveny@merkley senate.gov>

Subject: Sen. Udall TSCA TA request on Section 4 (4-22)

Jonathan,
Got it - Checking. Thanks,
Sven

On Apr 23, 2016, at 5:54 PM, Black, Jonathan (Tom Udall) <ignathan Black@tomudallsenate.goy> wrote:

Sven, perhaps the same axercise for Section 4 that yvou just did for Section 260 Altached below are
the changes we sent to House folks this week and to HLC, but they appear not to have been made.

Take a look at Section 4 to see # anvthing calches vour eye beyond the failure to make these
changes.  Thanks.

Conforming Amendments
Identical to 4/18 version

Double check

o <!--[if IsupportLists]--><!--[endif]-->Uhanging testing to protocols and methodologies’ globally
Page 5, lines 3-6: New material not in 4/18 HLC version, but appears appropriate.
Page 5, Line 20 - Change 3{d) 1o 5
Page 5, Ling 24 - Se) and 30 of what section 577 Section 5 in current draft not acceptable.
Fage 8, Ling 7 - reinsert testing authority for 1242} in new ()
Page 7, Ling & - insert “the reasonable basis for concern about the chemical substance or mixture
and” after “identify”
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Page 7, line 16: Strike “shall consider” and insert “shall employ”

Page 7, line 24: Strike “considering” and remove brackets on “conducting”

ADDITION by Michal per EPA - For considerations Page 8 Line 22 - EPA 1A Add () A rule or
order under subsection (X2} may require the development of information by any person who
manufactres of processes or intends Lo manufactire or process a chemical substance or mikiure
subiect to the rule or order” This would require several minor conforming changes to (b3 which
we could provide # vou are interested in this approach. This approach would maintain the sxisting
alipeation of testing responsibiliies under THCA for rules under the "old authonty but add diregtion
for rules and order under the new authorty, Under either of these approaches, e should be
stricken from the title of (&)

Page 8§, Une 22 - Subsection bi3) should ONLY apply to rules, NOT to rules, orders and consent
agresments. This i3 because in a fesi rule, BPA 8 being told o speaily which entities would be
required to undertake testing, based on the (HENH) findings.

Page 10, Lines 12-13 - in subsection (d) ~ should read “identify the chemical substance or mixture
for which information HAS been received”

Page 12, Line 14 ~ header of subsection {g} should be "Petition for protocols and methodologies for
the development of information”

Page 12, Line 20 through Page 17 line 6: Animal testing provisions needs to be checked

<04-10-16sec4 04 xml.pdf>
<Section 4 (HLC 4-19).docx>
<sec4 04 xml.pdf>

<Section 4 (HLC 4-19).docx>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/5/2016 1:06:48 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA Additional Section 5 question

Michal — we are working on this morning’s section 5 TA request and will have something for you shortly. Here’s
a response to the additional TA question.

In past drafts we've told epa to consider costs and other non-risk factors to the extent practicable using
info reasonably available to epa. Needed qualifier since these are new chemicals?

Response: Yes, this is a necessary qualifier, even in the case of new chemicals. The consideration of costs and non-risk
factors is generally much more limited in the case of new chemicals, largely due to the fact that *there is no ongoing
manufacture, processing, or use* upon which to base regulatory cost estimates. Omitting the caveats about “to the
extent practicable using informational reasonably available” would be a very conspicuous omission in comparison to
section 6. It might give rise to arguments that Congress intended EPA to go to extraordinary lengths to predict the
economic opportunity costs of not introducing a new chemical substance into commerce.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>
Date: April 5, 2016 at 7:43:26 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Section 5

One fast g on this

in past drafts we've told epa to consider costs and other non-risk factors to the
extent practicable using info reasonably available to epa. Needed gualifier since
these are new chemicals?

Thx
Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations

Office of Senator Edward 1. Markey {D-MA)

On Apr 5, 2016, at 6:00 AM, Freedhoff, Michal (Markey)
<Michal Freedhoff@markey.senate.gov> wrote:
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Sven - comments in yellow are for you, changes marked with blank comment
boxes and a couple in green for Dimitri. Pls take one more FAST look, need to get
this to the House asap.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations

Office of Senator Edward J. Markey {-MA]}

<5-04-05-16-EARLY AM.doc>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/8/2016 3:21:53 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Sen. Markey TSCA TA on section 5 followup and priorities

Michal - Sounds good on section 5. Priorities for outstanding items and am | missing anything?

- section 5(a) followup — EPA standing by per your note below
- section 19 judicial review followup — you sent on 4/7@8:43pm
- section 8 nomenclature followup — you sent on 4/3@6:18pm

- section 6, replacement parts — you sent on 4/7@1:10pm

Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Friday, April 08, 2016 11:10 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Sen. Markey TSCA TA on section 5 followup

Thanks on all. Will be in touch on next steps/questions.
Michal Hana Freedhoff, Ph.D.

Director of Oversight and {nvestigations
Office of Senator Edward 1. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Friday, April 8, 2016 10:54 AM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on section 5 followup

Michal,

This responds to the TA request following up on section 5. In addition, we received a question from Richard
Denison on the section 5 TA — the question and response are included below. Perhaps a call with you and
Richard to talk through this would be helpful — please let me know if you want to schedule something.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser
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U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

Michal TA Request (Thursday, April 07, 2016 7:23 PM)
Question: Thanks. guick alternative for you on 5{a). Would this or something like it work? could we then restore the
old {bH3)?

(i) such person submits to the Administrator, at least 90 days before such manufacture or processing, a notice,
in accordance with subsection (d), of such person’s intention to manufacture or process such substance, and the
Administrator has conducted a review and made a determination under paragraph (3) or subsection (g), and such
person complies with any applicable requirement of subsections (b), (¢) or (f); and

Response: While we’d need to see the entire section to definitively evaluate the effect of any re-write and
understand which “old (b)(3)” you are referring to, we think the idea you have described below does not seem
to work as you intend. Here is the logic that your language seems to establish:

Manufacture may proceed |[F AND ONLY IF:

A. The manufacturer submits the information with the PMN that is required under (b).

ND
B. EPA says “May Present” OR EPA says “Not May Present” OR EPA says “Not Enough Information” OR
EPA documents “Not May Present” under subsection (g).

AND

C. IF EPA establishes any requirements under (e) or (f), the manufacture is compliant with those
requirements.

[Note that the last item in the string of items under B (the reference to subsection “g”) is superfluous. EPA
cannot document a “Not May Present” finding unless EPA makes a “Not May Present” finding. EPA cannot
make a “Not May Present” finding unless EPA documents a “Not May Present Finding” under (g).]

Under this framework, the manufacturer can submit a valid notice that complies with (b), THEN EPA can
conclude that there is “Not Enough Information,” THEN EPA can elect not to impose any requirement under
(e), AND THEN manufacture can proceed without any further follow-up, except for EPA providing the
manufacture with an opportunity to provide more information.

By contrast, we believe the text edits we suggested on Thursday evening would accomplish your intent.

Denison section 5 Inquiry
I saw your latest TA provided late yesterday. Greatly appreciate your patience and careful reading of
this.

Let me try to clarify what is at least my aim with this language, which I think reflects the Senate bill.

If there is not sufficient information per the (a)(3)(B) determination, the chemical can commence ONLY
if either:
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1) EPA requests more information per {e}{(1){A) and when it gets information it deems sufficient, it makes the
{a){3}{A) determination; if the chem may present UR, it issues an order sufficient to allay the concern per
subsection {f}; if not, commencement is allowed.

OR

2) Pending or in lieu of getting additional information, EPA imposes conditions sufficient to allay any concern the

chemical may present UR even in the absence of that information, per an order under {e}{1)}{B).

Either way an order is required unless EPA finds per (a)(3)(A) that there is not a concern the chem may
present un UR.

Why is that approach a problem?

Under your proposed rewrite of (a)(1)(ii)(II), if there were initially insufficient information, EPA would
have to do the second option even if it obtained the needed information, would it not, in order to allow
commencement?

I'read (e)(1)(A), if EPA chose that path, to require EPA to not allow market entry until it has enough
information to make the UR determination. That’s because (e)(1)(A)(iv) leads back to the (a)(3)(A)
determination.

Do you not read it that way? What else would be needed to allow EPA to use either pathway but ensure
no commencement until EPA either finds initially no basis for UR or imposes conditions sufficient to
allay that concern?

Response: Richard, this responds to your question about section 5(a)(3)(B).

We have no issue with your objective but don't think the language accomplished that. The draft we
reviewed would have allowed manufacture to commence if EPA:

(Il) makes a determination under paragraph (3){B) and takes the actions required under
subsection (e).

Under subsection (e) as drafted, EPA could take either the (e)(1)(A) or the (e)(1)(B) route. Under
(e)(N)(A), if EPA provided the submitter an opportunity to submit more info, it would have taken all
actions required under (e) and manufacture could commence immediately. Note that there is no
obligation in (e){(1)(A) for the submitter to submit information when given the opportunity and no
obligation for EPA to issue a test rule or order if the submitter doesn't do that. And, while EPA has an
obligation to make an (a)(3)(A) determination within 90 days of getting information, that obligation
arises only if EPA gets information. So we think we read this differently from the way you read it.

You ask what else would be required to ensure no market entry before either an (a)(3)(A)
determination with an (f) order as needed, or an (e) order. The section 5 drafts we saw before the
most recent one accomplished that objective pretty well, so we would need to better understand what
the concern was with that drafting to provide an alternative suggestion.

This only responds to changes since the last version at the time we were reviewing. All previously
offered technical assistance is still germane to the extent the provisions have not changed since the
technical assistance was offered. The technical assistance does not necessarily represent the policy
positions of the agency and the administration on the bill, the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven
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Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]

Sent: Thursday, April 07, 2016 7:23 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Cc: Karakitsos, Dimitri (EPW) <Bimitri Karakitsos@epw.senate.gov>; Deveny, Adrian (Merkley)

<Adrian Deveny@merkley.senate.gov>; Black, Jonathan (Tom Udall) <jonathan Black@tomudall.senate.gov>
Subject: RE: SEPW TSCATA on section 5

Thanks. guick alternative for vou on 5{a). Would this or something like it work? could we then restore the old {b}{3)?

(i) such person submits to the Administrator, at least 90 days before such manufacture or processing, a notice, in
accordance with subsection (d), of such person’s intention to manufacture or process such substance, and the Administrator
has conducted a review and made a determination under paragraph (3) or subsection (g), and such person complics with
any applicable requirement of subsections (b), (¢) or (f); and

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/27/2016 10:05:48 PM

To: 'Richards, Tina' [Tina.Richards@mail.house.gov]

CC: Couri, Jerry [JerryCouri@mail.house.gov]; McCarthy, David [David.McCarthy@mail.house.gov]; Sarley, Chris
[Chris.Sarley@mail.house.gov]

Subject: HEC TSCA TA on section 14 CBI costs

Tina,

This TA responds to the request on section 14 CBI costs.

The difference would be approximately $500,000, as an upper bound estimate. This includes roughly $250,000
in contractor costs and as much as $250,000 in personnel costs (2 FTE). We did not attempt to subtract out
avoided costs if the Agency were to be requested to release the information under FOIA, as we do not have a
basis to estimate this.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Richards, Tina [mailto:Tina.Richards@mail.house.gov]

Sent: Wednesday, April 27, 2016 2:44 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Cc: Couri, Jerry <lerryCouri@mail.house.gov>; McCarthy, David <David.McCarthy@mail.house.gov>; Sarley, Chris
<Chris.Sarley@mail.house.gov>

Subject: TA guestion on section 14

What would be the difference in the burden {cost/time) on the agency if the agency is required to review all CBl to
determine whether it still qualifies for protection and then affirmatively make information (that no longer qualifies)
available to the public versus just making the information available upon request under FOIA?

Tina Richards
Counsel | Committee on Energy and Commerce
U.S. House of Representatives
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/11/2016 7:34:34 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on Section 8

Attachments: Markey. TSCA TA.section 8.docx

Michal,
This responds to your TA request on section 8.

The technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft language
and the comments. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, February 23, 2016 4:15 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Section 8

Sven

Attached is a redline of Senate section 8 with a few changes from the reported text. Could you have your team take a
look and address any issues? This can be at the back of the current queue.

Thanks
Michal
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This language is provided by EPA as technical assistance in response to o
congressional request. The technical assistance is intended for use only
by the requester. The technical assistance does not necessarily represent
the policy positions of the agency and the administration on the bill, the

draft language and the comments.

SEC. 8. REPORTING AND RETENTION OF INFORMATION.

(a) Reports.—(1) The Administrator shall promulgate rules under
which—

(A) each person (other than a small manufacturer or
processor) who manufactures or processes or proposes to
manufacture or process a chemical substance (other than a
chemical substance described in subparagraph (B)(ii) shall
maintain such records, and shall submit to the Administrator
such reports, as the Administrator may reasonably require, and

(B) each person (other than a small manufacturer or
processor) who manufactures or processes or proposes to
manufacture or process—

(i) a mixture, or

(ii) a chemical substance in small quantities (as defined
by the Administrator by rule) solely for purposes of
scientific experimentation or analysis or chemical research
on, or analysis of, such substance or another substance,
including any such research or analysis for the development
of a product,

shall maintain records and submit to the Administrator reports

but only to the extent the Administrator determines the

maintenance of records or submission of reports, or both, is

necessary for the effective enforcement of this Act.
The Administrator may not require in a rule promulgated under this
paragraph the maintenance of records or the submission of reports
with respect to changes in the proportions of the components of a
mixture unless the Administrator finds that the maintenance of such
records or the submission of such reports, or both, is necessary for
the effective enforcement of this Act. For purposes of the
compilation of the list of chemical substances required under
subsection (b), the Administrator shall promulgate rules pursuant
to this subsection not later than 180 days after the effective date of
this Act.

(2) The Administrator may require under paragraph (1)
maintenance of records and reporting with respect to the following
insofar as known to the person making the report or insofar as
reasonably ascertainable:

{A) The common or trade name, the chemical identity, and
molecular structure of each chemical substance or mixture for
which such a report is required.

(B} The categories or proposed categories of use of each
such substance or mixture.

(C) The total amount of each substance and mixture
manufactured or processed, reasonable estimates of the total
amount to be manufactured or processed, the amount
manufactured or processed for each of its categories of use, and
reasonable estimates of the amount to be manufactured or
processed for each of its categories of use or proposed
categories of use.

[PAGE ]
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This language is provided by EPA as technical assistance in response to o
congressional request. The technical assistance is intended for use only
by the requester. The technical assistance does not necessarily represent
the policy positions of the agency and the administration on the bill, the
draft language and the comments.

(D) A description of the byproducts resulting from the
manufacture, processing, use, or disposal of each such
substance or mixture.
(E) All existing data concerning the environmental and
health effects of such substance or mixture.
(F} The number of individuals exposed, and reasonable
estimates of the number who will be exposed, to such substance
or mixture in their places of employment and the duration of
such exposure.
(G) In the initial report under paragraph (1) on such
substance or mixture, the manner or method of its disposal, and
in any subsequent report on such substance or mixture, any
change in such manner or method.
To the extent feasible, the Administrator shall not require under
paragraph (1), any reporting which is unnecessary or duplicative.

(3)(A)(i) The Administrator may by rule require a small
manufacturer or processor of a chemical substance to submit to the
Administrator such information respecting the chemical substance
as the Administrator may require for publication of the first list of
chemical substances required by subsection {b).

(ii) The Administrator may by rule require a small
manufacturer or processor of a chemical substance or
mixture—

{I) subject to a rule proposed or promulgated
under section 4, 5§ , or 6, or an order in effect
under i section 5(gie)id}

(1) with respect to which relief has been granted
pursuant to a civil action brought under section 5 or 7,
to maintain such records on such substance or mixture,
and to submit to the Administrator such reports on
such substance or mixture, as the Administrator may
reasonably require. A rule under this clause requiring
reporting may require reporting with respect to the
matters referred to in paragraph (2).

(B} The Administrator, after consultation with the
Administrator of the Small Business Administration, shall by
rule prescribe standards for determining the manufacturersand
processors which qualify as small manufacturers and
processors for purposes of this paragraph and paragraph (1).

5

 Commented [A1]: This mandatory periodic review, iricluding |
two comment periods, will likely have little or no value, since |
the new 8(a)t4) authority appears o allow EPA tocollect

L anything it could collect under 8(a)(1), with no small business

i exemption. Overall, we think there might be confusion about

i the relationshiip of 8(a)(1) and(a)(4).

[PAGE ]
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This language is provided by EPA as technical assistance in response to o
congressional request. The technical assistance is intended for use only
by the requester. The technical assistance does not necessarily represent
the policy positions of the agency and the administration on the bill, the

draft language and the comments.

'i\(b) INVENTORY.—(1) The Administrator shall compile, keep current,

and publish a list of each chemical substance which is manufactured
or processed in the United States. Such list shall atleast include each
chemical substance which any person reports, under section 5 or
subsection (a) of this section, is manufactured or processed in the
United States. Such list may not include any chemical substance
which was not manufactured or processed in the United States
within three years before the effective date of the rules promulgated
pursuant to the last sentence of subsection {a)(1). In the case of a
chemical substance for which a notice is submitted in accordance
with section 5, such chemical substance shall be included in such list
as of the earliest date (as determined by the Administrator) on
which such substance was manufactured or processed in the United
States. The Administrator shall first publish such alist notlater than
315 days after the effective date of this Act. The Administrator shall
not include in such list any chemical substance which is
manufactured or processed only in small quantities (as defined by
the Administrator by rule} solely for purposes of scientific

[PAGE ]

- Commented [A2]: It might make sense o change thetitle of |

i section 8(b) from “Inventory” to ' Inventories, since it will |
i contain two completely unrelated inventories (the TSCA
i Inventory and the Mercury Inventory tinder 8(b){10).
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experimentation or analysis or chemical research on, or analysis of,
such substance or another substance, including such research or
analysis for the development of a product.

(2) To the extent consistent with the purposes of this Act, the
Administrator may, in lieu of listing, pursuant to paragraph (1), a
chemical substance individually, list a category of chemical
substances in which such substance is included.

< Commented [A3]: The drafting here is imprecise, especially |

since the items in the fistare chemical substance: not
mixtures. {in the past EPAcalled these chiemical substances
“statutory mixtures’ but this terminology is not current practice,
is generally confusing, and is unnecessary to accomplish the
intended policy.abjective of ensuring that these substances
rernain on the Inventory exactly as they were described in
19851 It is unhelpful to blur the basic definitional terms
“chemical substance’and "mixiure” whichare elsewhere
defined as separate concepts by statute. This could lead to
debate elsewhere about the operation of TSCA (e.g., whether
EPA can or must do safety assessments on mixiures).

The additionof the phrase 'when present as components of
such mixtures.” does not fully clarify matters, because it does
not address when a particular combination of substances
would qualify asoneof these listed substance: Thereis in
fact, nothing under “this Act’ that sheds light on this question.
The answer is found i the TSCA Inventory listings for the
chiemical substance Therefore: ERPA recommendsithe
following redraft, which will more clearly accomplish the
apparent policy objective of this language. “treat all chemical
substances described by the following category listings,
when manufactured as described in Appendix A of
column | of the 1985 edition of the Toxic Substances
Control Act Substances Inventory {EPA Document No.
EPA-560/7-85-002a), as being . .

[PAGE ]

Commented [A4]: We assume that this refers only to EPA

guidance, and suggest clarification. Additionally, EPA is
unaware of any existing EPA guidance that allow for multiple
namenclature conventions: meaning that these provisions
would be completely inoperative. Nonetheless, note that the
SEPW Report on p. 20, states that "numerous nomenclature
conventions exist that they may prevent the efficient
distribution of chemicals into commerce.” EPA does not
understand what the report is alluding to, complicating our
interpretation o this language.
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< Commented [A5]: SEPW Report on page 20 suggests that
the general objective is to allow new substances “similar” to
existing chemical substances to be treated as existing
chemical substances. Note that it has not been EPA's
practice or interpretation of TSCA to treat substances
substances that are similar in some respect to substances on
| the inventory as the same chemical substances, and EPA

4 does not believe this pbractice would be consistent with
standard chemical nomenclature conventions. Thus, If this
language is not wholly inoperative, it will be the subject fo
considerable interpretive debate:

Commented [A6]: This language would never become
operative. At such time as EPA determined that a single
chemical substance appeared twice on the TSCA Inventary,
EPA would delete the duplicate entry, thereby not triggering
the statutory duty.

- Commented [A7]: It would be clearer to say by reason of
being designated an inactive chemical substance under this
subparagraph.

“ Commented [A8]: Note thalt this means EPA cannot treat
the re-activation of a chemical substance as a prompt to issue
a SNUR for that substance. Was that the objective?

If the objective is simply o reassure industry that being moved
back to active would niot require the submission of a PMN,
that should be clear simply from the prior sentence, which
makes clear that the chemical was never removed from the
list-of existing chemical substances in the first place:

[PAGE ]
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- commented [A9]: What is EPA supposed fo do with

inactive chemical substances for which no request was
received to-maintain anexisting claim for protection against
disclosure?

Lnder (i) there was an obligation for any such claimant to
submit a re-substantiation notice of their claim that the Chem
1D 15 confidential: Would the consequence of failure fadoso
be that they waive their claim and the chemical is also moved
to the non-confidential portion of the Inventory?

Is yes, why is that excluded from discussion here?
If no, what was the point of the original requirement that they
submit are-substantiation notice?
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-i Commented [A10]: Uniike other provisions of the bill under
i which EPA Is given authority to specify the manner of CBI

i assertion and substantiation, there Is no such authority here.
i I the intent is for EPAto have such autharity, iticould be

i added.

[PAGE ]
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{ Commented [A11]: Note that the “rules required under this
tsubsection” will Include the mercury rule EPA promulgates

i Under the new 8(b}(10)(D), added by section 29 of the bill. So
i this certification will be required for submission under that rule
i as well as under the preceding inventary rules:

Commented [A12]: This seems unnecessary and has
i potential negative implications for EPA’s interpretation of the
i MEBA provisions already cudified in TSCA sections 6 and 12,
i EPA has interpreted those provisions as covering even
i mercury that does not qualify as a chemical substance under
i section 3(2)(B) of TSCA, andthe incliision of the
i notwithstanding clause here sould call that interpretation into
i question. Also, the bill does ot add a “rotwithstanding”
i provision in the merciry ameridments relating to 'section12(c).

[PAGE ]

Commented [A13]: L is not clear what EPA is supposed to
L do here with respect to regulations: Istheintent that EPA
: recommend proposed regulations”? Are we making that
i recommendation to nurselves? And does the bill give EPA
i additional rulemaking authority for this purpose?
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-{ Commented [A14]: EPA has interpreted the existing MEBA |
i provisions codified in sections 6 and 12 as generally not

F . o i coverning meiciry waste. Thereis some concerr that the
(c) Recorps.—Any person who manufactures, processes, or L

distributes in commerce any chemical substance or mixture shall  interpretation into question

maintain records of significant adverse reactions to health or the
environment, as determined by the Administrator by rule, alleged to
have been caused by the substance or mixture. Records of such
adverse reactions to the health of employees shall be retained for a
period of 30 years from the date such reactions were first reported
to or known by the person maintaining such records. Any other
record of such adverse reactions shall be retained for a period of five
years from the date the information contained in the record was first
reported to or known by the person maintaining the record. Records
required to be maintained under this subsection shall include
records of consumer allegations of personal injury or harm to health,
reports of occupational disease or injury, and reports or complaints
of injury to the environment submitted to the manufacturer,
processor, or distributor in commerce from any source. Upon
request of any duly designated representative of the Administrator,
each person who is required to maintain records under this
subsection shall permit the inspection of such records and shall
submit copies of such records.

(d) HearLtH anD SaFETY STUDIES.—The Administrator shall promulgate
rules under which the Administrator shall require any person who
manufactures, processes, or distributes in commerce or who
proposes to manufacture, process, or distribute in commerce any
chemical substance or mixture (or with respect to paragraph (2),
any person who has possession of a study) to submit to the
Administrator—

(1) lists of health and safety studies (A) conducted or initiated
by or for such person with respect to such substance or mixture at
any time, (B) known to such person, or (C) reasonably ascertainable
by such person, except that the Administrator may exclude certain
types or categories of studies from the requirements of this
subsection if the Administrator finds that submission of lists of such
studies are unnecessary to carry out the purposes of this Act; and

(2} copies of any study contained on a list submitted pursuant
to paragraph (1) or otherwise known by such person.

(e) NOTICE TO ADMINISTRATOR OF SUBSTANTIAL RISKS.—
-Any person who manufactures, processes, or
dl%r]butcs in commerce a chemical substance or mixture and who

[PAGE ]
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obtains information which reasonably supports the conclusion that
such substance or mixture presents a substantial risk of injury to
health or the environment shall immediately inform the
Administrator of such information unless such person has actual
knowledge that the Administrator has been adequately informed of
such information

ol GIURE ~The terms “manufacture” and
“process” mean manufacture or process for commercial purposes.
[15U.5.C.2607 ]

[PAGE ]
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/19/2016 4:14:16 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]; 'Black, Jonathan (Tom Udall)’
[Jonathan_Black@tomudall.senate.gov]; 'Deveny, Adrian (Merkley)' [Adrian_Deveny@merkley.senate.gov]
Subject: TSCA TA on HLC section 4 (4-18)

Attachments: Markey. TSCA TA.Section 4 SENATE TO HOUSE (4-18).docx

Michal, Jonathan and Adrian,
The attached TA responds to the request to compare section 4 - SLC and HLC (4-18) versions.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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‘ SECTION 4 AS AMENDED BY SEMATEHOUSH

§2603. Testing of chemical substances and mixtures

(a) Testing requirements

(FHAX1YD) the manufacture, distribution in commerce, processing, use, or disposal of a
chemical substance or mixture, or that any combination of such activities, may present an
unreasonable risk of injury to health or the environment,

| (#]l) there areis insufficient information and experience upon which the effects of such

manufacture, distribution in commerce, processing, use, or disposal of such substance or
mixture or of any combination of such activities on health or the environment can reasonably
be determined or predicted, and

(1) testing of such substance or mixture with respect to such effects is necessary to
develop such information; or

quantities or (}hb) there is or may be significant or substantial human exposure to such
substance or mixture,

(sll) there areis insufficient information and experience upon which the effects of the
manufacture, distribution in commerce, processing, use, or disposal of such substance or
mixture or of any combination of such activities on health or the environment can reasonably
be determined or predicted, and

(111l testing of such substance or mixture with respect to such effects is necessary to
develop such information; exand

(2ZB) in the case of a mixture, the effects which the mixture's manufacture, distribution in
commerce, processing, use, or disposal or any combination of such activities may have on
health or the environment may not be reasonably and more efficiently determined or predicted
by testing the chemical substances which comprise the mixture;

the Administrator shall by rule require that testing be conducted on such substance or mixture
to develop information with respect to the health and environmental effects for which there is an
msufficiency of information and experience and which are relevant to a determination that the
manufacture, distribution in commerce, processing, use, or disposal of such substance or
mixture, or that any combination of such activities, does or does not present an unreasonable risk
of injury to health or the environment.

\“ B GRNERAL~{2) ADDITIONAL TESTING AUTHORITY.—In addition to the
authority provided under pasagraphs-{i)-and-{ sabseetion-faparagraph (1), the Administrator
may, by [rule;], order, or consent agreement—

.‘.’:(.:

{A) require the development of new information relating to a chemical substance or mixture if
the Administrator determines that the information is necessary—

ED_002117_00008127-00001
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o
\

{1) to review a notice under section 5(d) or to perform a risk evaluation under section 6,

“{ii) to implement a requirement imposed in a rule, order, or consent agreement--oe-srderissued

under subsection (¢} or (£} of section -S¢e-er-5¢£3 or under a rule promulgated under section 6(a);
or

}’-f({(iii’) pursuentb-section F2G0 e

“{vy-at the request of thea Federal implementing authority under another Federal law, to meet
the regulatory testing needs of that authority with regard to toxicity and exposure; and

74
-+

QB) require the development of new information for the purposes of prioritizing a chemical
necessary to establish the priority of the-shemieal substance, subject to the limitations that—

s

{1) not later than 90 days after the date of receipt of information regarding a chemical substance
complving with a rule, order, or consent agreement-srorderissied under this subparagraph, the
Administrator shall designate the chemical substance as a high-priority substance or a low-
priority substance; and

.‘".':(."
{i1) information required by the Administrator under this subparagraph shall not be required for
the purposes of establishing or implementing a minimum information requirement of broader
applicability.

SN ATV IO A TTAONTG TP AT TR
(A OIS O NS de

(31 STATEMENT GF NEED.—When requiring the development of new information
relating to a chemical substance or mixture under paragraph (32), the Administrator shall—

“oA identify areas > >
and-the need for the new information:

8y, describe how information reasonably available to the Administrator was used
to inform the decision to require new information;

¥, explain the basis for any decision that requires the use of vertebrate animalss,

and
=, as applicable, explain why issuance of an order is warranted instead of promulgating a rule
or entering into a consent agreement.
(43 TIERED TESTING.—When requiring the development of new information under this
subsection, the Administrator shall employ a tiered screening and testing process, under which
the results of screening-level tests or assessments of available information inform the decision as
to whether 1 1 or more additional tests are necessary, unless information available to the
Administrator justifies more advanced testing of potential health or environmental effects or
potential exposure without first conducting screening-level testing.

N -

FE9r AN 130T A TTONTQTITD T LI
NP S S e R AP RIS A 5k L X

agrepment-issued-undersubsection-fa) "

ether-provisions-in-F8GAto-this-new-sebsectinon - the-same-way-as-the-other provisions

Commented [A1]: Not that EPA will not be able to use
orders or consent agreements totest for unreasonable
risk frony exported chemicals but willinstead-have 1o
rely on testing by rule underthe current TSCA test
standards:
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{b) Testing requirement rule; erder, orconsent porecment

-1 Commented [A2]: Not clear why stricken; since (b} by

(1) A rule, order, or consent agreement under subsection (a) of this section shall include—

(A) identification of the chemical substance or mixture for which testing is required under
the rule, order, or consent agreement,

(B) protocols and methodologies for the development of information for such substance or
mixture, and

(C) with respect to chemical substances which are not new chemical substances and to
mixtures, a specification of the period (which period may not be of unreasonable duration)
within which the persons required to conduct the testing shall submit to the Administrator
information developed in accordance with the protocols and methodologies referred to in
subparagraph (B).

In determining the protocols and methodologies and period to be included, pursuant to
subparagraphs (B) and (C), in a rule, order, or consent agreement under subsection (a) of this
section, the Administrator's considerations shall include the relative costs of the various test
protocols and methodologies which may be required under the rule, order, or consent agreement
and the reasonably foreseeable availability of the facilities and personnel needed to perform the
testing required under the rule, order, or consent agreement. Any such rule, order, or consent
agreement may require the submission to the Administrator of preliminary m{m&m&mj
during the period prescribed under subparagraph (C).

(2)(A) The health and environmental effects for which protocols and methodologies for the
development of information may be prescribed include carcinogenesis, mutagenesis,
teratogenesis, behavioral disorders, cumulative or synergistic effects, and any other effect which
may present an unreasonable risk of injury to health or the environment. Protocols and
methodologies for the development of information may also be prescribed for the assessment of
exXposie or exposure potential expesure-to humans or the environment. The characteristics of
chemical substances and mixtures for which such protocols and methodologies may be
prescribed include persistence, acute toxicity, subacute toxicity, chronic toxicity, and any other
characteristic which may present such a risk. The methodologies that may be prescribed in such
protocols and methodologies include epidemiologic studies, serial or tiered testing, in vitro tests,
and whole animal tests, except that before prescribing epidemiologic studies of employees, the
Administrator shall consult with the Director of the National Institute for Occupational Safety
and Health. [The Administrator shall reduce the use of anumals in the testing of chemical
substances or mixtures, to the extent practicable, by taking into consideration exasting toxiciiy
information and the gvailability of validated aliernative test protocols that reduce or replace

animal tests. ]

(B) From time to time, but not less than once each 12 months, the Administrator shall review
the adequacy of the protocols and methodologies for development of information prescribed in
rules, orders, erand consent agreements under subsection (a) of this section and shall, if

its terms appliesitaall:

"1 Commented [A3]: Why changed here? Otherwise
this version seems to adopt:the Senateyse of
“lnformation”
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necessary, institute proceedings to make appropriate revisions of such protocols and
methodologies.
BGxa A kule under subsection (a) bf this section respecting a chemical substance or mixture

shall require the persons described in subparagraph (B) to conduct tests and submit information
to the Administrator on such substance or mixture, except that the Administrator may permit two
or more of such persons to designate one such person or a qualified third party to conduct such
tests and submit such information on behalf of the persons making the designation.
(B) The following persons shall be required to conduct tests and submit information on a
chemical substance or mixture subject to a rule under subsection (a) of this section:
(1) Each person who manufactures or intends to manufacture such substance or mixture if
the Administrator makes a finding described in subsection (a)(1)(A)(&#0)(I}) or
(X DH(EBEA)yID of this section with respect to the manufacture of such substance or mixture.
(11) Each person who processes or intends to process such substance or mixture if the
this section with respect to the processing of such substance or mixture.
(1i1) Each person who manufactures or processes or intends to manufacture or process such
substance or mixture if the Administrator makes a finding described in subsection
(DAY ELAD or (X 1)(BA)XID of this section with respect to the distribution in
commerce, use, or disposal of such substance or mixture.

(4) Any rule, order, or consent agreement under subsection (a) of this section requiring the
testing of and submission of information for a particular chemical substance or mixture shall
expire at the end of the reimbursement period (as defined in subsection (d¢)(3)(B) of this section)
which is applicable to information for such substance or mixture unless the Administrator repeals
the rule or order or modifies the consent agreement to terminate the requirement before such
date; and a rule, order, or consent agreement under subsection (a) of this section requiring the
testing of and submission of information for a category of chemical substances or mixtures shall
expire with respect to a chemical substance or mixture included in the category at the end of the
reimbursement period (as so defined) which is applicable to information for such substance or
mixture unless the Administrator before such date repeals or modifies the application of the rule,
order, or consent agreement to such substance or mixture or repeals the rule or order or modifies
the consent agreement to terminate the requirement.

S U caye_ oy e < S0

¢ () Exemption
(1) Any person required by a rule or order under subsection (a) of this section to conduct tests
and submit information on a chemical substance or mixture may apply to the Administrator (in
such form and manner as the Administrator shall prescribe) for an exemption from such
requirement.
(2) If, upon receipt of an application under paragraph (1), the Administrator determines that—
(A) the chemical substance or mixture with respect to which such application was submitted
is equivalent to a chemical substance or mixture for which information has been submitted to
the Administrator in accordance with a rule, order, or consent agreement under subsection (&)

Commented [A4]: This will cover bath "old style”
TSCA rules and rules under the new (al(2) authority:
Note that the provisions of (BYreqiire EPA 1o Impose
testing obligations on ALL manufactirers andfor
processors:of the chemical substance to be tested;saif
EPA elects to proceed with a ritle Under (a}{2), it will not
be able to target the rule to specific entities: But that
may wellbe ok since EPA canelect to use orders of CAs
under:{2), which are not subject to this provision.
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or for which information is being developed pursuant to such a rule, order, or consent
agreement, and

(B) submission of information by the applicant on such substance or mixture would be
duplicative of information which has been submitted to the Administrator in accordance with
such rule, order, or consent agreement or which is being developed pursuant to such rule,
order, or consent agreement-,

the Administrator shall exempt, in accordance with paragraph (3) or (4), the applicant from
conducting tests and submitting information on such substance or mixture under the rule or order
with respect to which such application was submitted.

(3)A) If the exemption under paragraph (2) of any person from the requirement to conduct
tests and submit information on a chemical substance or mixture is granted on the basis of the
existence of previously submitted information and if such exemption is granted during the
reimbursement period for such information (as prescribed by subparagraph (B)), then (unless
such person and the persons referred to in clauses (1) and (i1) agree on the amount and method of
reimbursement) the Administrator shall order the person granted the exemption to provide fair
and equitable reimbursement (in an amount determined under rules of the Administrator)—

(1) to the person who previously submitted such information, for a portion of the costs
incurred by such person in complying with the requirement to submit such information, and

(1) to any other person who has been required under this subparagraph to contribute with
respect to such costs, for a portion of the amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable reimbursement to the persons
described in clauses (1) and (it) for costs incurred with respect to a chemical substance or
mixture, the Administrator shall, after consultation with the Attorney General and the Federal
Trade Commission, consider all relevant factors, including the effect on the competitive position
of the person required to provide reimbursement in relation to the person to be reimbursed and
the share of the market for such substance or mixture of the person required to provide
reimbursement in relation to the share of such market of the persons to be reimbursed. An order
under this subparagraph shall, for purposes of judicial review, be considered final agency action.

(B) For purposes of subparagraph (A), the reimbursement period for any information for a
chemical substance or mixture is a period—

(1) beginning on the date such information is submitted in accordance with a rule, order, or
consent agreement prosaulgated-under subsection (a) of this section, and
(1) ending—
(D) five years after the date referred to in clause (1), or
(ID) at the expiration of a period which begins on the date referred to in clause (i) and
which is equal to the period which the Administrator determines was necessary to develop
such information,

whichever is later.
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(4)(A) If the exemption under paragraph (2) of any person from the requirement to conduct
tests and submit information on a chemical substance or mixture is granted on the basis of the
fact that information is being developed by one or more persons pursuant to a rule, order, or
consent agreement proravlgated-under subsection (a) of this section, then (unless such person and
the persons referred to in clauses (i) and (ii) agree on the amount and method of reimbursement)
the /\dminiﬁtrator ﬁhall order the person granted the exemption to provide fair and equitable
Admlmstrator)—

(1) to each such person who is developing such information, for a portion of the costs
incurred by each such person in complying with such rule, order, or consent agreement, and

(11) to any other person who has been required under this subparagraph to contribute with
respect to the costs of complying with such rule, order, or consent agreement, for a portion of
the amount such person was required to contribute.

In promulgating stules for the determination of fair and
equitable relmburﬁement to the persons de‘;cnbed in clauses (1) and (i1) for costs incurred with
respect to a chemical substance or mixture, the Administrator shall, after consultation with the
Attorney General and the Federal Trade Commission, consider the factors described in the
second sentence of paragraph (3)(A). An order under this subparagraph shall, for purposes of
judicial review, be considered final agency action.

(B) If any exemption is granted under paragraph (2) on the basis of the fact that one or more
persons are developing information pursuant to a rule, order, or consent agreement promulgated
under subsection (a) of this section and if after such exemption is granted the Administrator
determines that no such person has complied with such rule, order, or consent agreement, the
Administrator shall (i) after providing written notice to the person who holds such exemption and
an opportunity for a hearing, by order terminate such exemption, and (i1) notity in writing such
person of the requirements of the rule, order, or consent agreement with respect to which such
exemption was granted.

(ed) Notice
Upon the receipt of any information pursuant to a rule, order, or consent agreement under
subsection (a) of this section, the Administrator shall publish a notice of the receipt of such
information in the Federal Register within 15 days of its receipt. Subject to section 2613 of this
title, each such notice shall (1) identify the chemical substance or mixture for which information

haﬂrh' ve been received; (2) list the uses or intended uses of such substance or mixture and the /{ Commented [A5]: wrong

information required by the applicable protocols and methodologies for the development of
information; and (3) describe the nature of the information developed. Except as otherwise
provided in section 2613 of this title, such information shall be made available by the
Administrator for examination by any person.

(fe) Priority list
(1 X(A) There is established a committee to make recommendations to the Administrator
respecting the chemical substances and mixtures to which the Administrator should give priority
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consideration for the development of imformation under subsection (a) of this section. In making
such a recommendation with respect to any chemical substance or mixture, the committee shall
consider all relevant factors, including—

(1) the quantities in which the substance or mixture is or will be manufactured,

(11) the quantities in which the substance or mixture enters or will enter the environment,

(1i1) the number of individuals who are or will be exposed to the substance or mixture in
their places of employment and the duration of such exposure,

(1v) the extent to which human beings are or will be exposed to the substance or mixture,

(v) the extent to which the substance or mixture is closely related to a chemical substance or
mixture which is known to present an unreasonable risk of injury to health or the environment,

(vi) the existence of information concerning the effects of the substance or mixture on
health or the environment,

(vii) the extent to which testing of the substance or mixture may result in the development
of information upon which the eftects of the substance or mixture on health or the
environment can reasonably be determined or predicted, and

(viii) the reasonably foreseeable availability of facilities and personnel for performing
testing on the substance or mixture.

The recommendations of the committee shall be in the form of a list of chemical substances
andmixtures which shall be set forth, either by individual substance or mixture or by groups of
substances or mixtures, in the order in which the committee determines the Administrator should
take action under subsection (a) of this section with respect to the substances and mixtures. In
establishing such list, the committee shall give priority attention to those chemical substances
and mixtures which are known to cause or contribute to or which are suspected of causing or
contributing to cancer, gene mutations, or birth defects. The committee shall designate chemical
substances and mixtures on the list with respect to which the committee determines the
Administrator should, within 12 months of the date on which such substances and mixtures are
first designated. initiate a proceeding under subsection (a) of this section. The total number of
chemical substances and mixtures on the list which are designated under the preceding sentence
may not, at any time, exceed 50.

(B) As soon as practicable but not later than nine months after January 1, 1977, the committee
shall publish in the Federal Register and transmit to the Administrator the list and designations
required by subparagraph (A) together with the reasons for the committee's inclusion of each
chemical substance or mixture on the list. At least every six months after the date of the
transmission to the Administrator of the list pursuant to the pressdingpreceeding ! sentence, the
committee shall make such previsions in the list as it determines to be necessary and shall
transmit them to the Administrator together with the committee's reasons for the revisions. Upon
receipt of any such revision, the Administrator shall publish in the Federal Register the list with
such revision, the reasons for such revision, and the designations made under subparagraph (A).
The Administrator shall provide reasonable opportunity to any interested person to file with the
Administrator written comments on the committee's list, any revision of such list by the
committee, and designations made by the committee, and shall make such comments available to
the public. Within the 12-month period beginning on the date of the first inclusion on the list of a
chemical substance or mixture designated by the committee under subparagraph (A) the
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seshien), or, if such an order or consent agreement is not issued or such a proceeding is not
mitiated within such period, publish in the Federal Register the Administrator’s reason for not
issuing such an order-es-, entering into such a consent agreement, or initiating such a proceeding

(2)(A) The committee established by paragraph (1)(A) shall consist of +0ten members as
follows:

(1) One member appointed by the Administrator from the Environmental Protection Agency.

(1) One member appointed by the Secretary of Labor from officers or employees of the
Department of Labor engaged in the Secretary's activities under the Occupational Safety and
Health Act of 1970 [29 U.S.C. 651 et seq.].

(111) One member appointed by the Chairman of the Council on Environmental Quality from
the Council or its officers or employees.

(1v) One member appointed by the Director of the National Institute for Occupational Safety
and Health from officers or employees of the Institute.

(v) One member appointed by the Director of the National Institute of Environmental
Health Sciences from officers or employees of the Institute.

(vi) One member appointed by the Director of the National Cancer Institute from officers or
employees of the Institute.

(vii) One member appointed by the Director of the National Science Foundation from
officers or employees of the Foundation.

(viii) One member appointed by the Secretary of Commerce from officers or employees of
the Department of Commerce.

(#x) One member appointed by the Chairman of the Consumer Product Safety Commission
from Commissioners or employees of the Commission.

(x) One member appointed by the Commissioner of the U. 3. Food and BragsDirug
Adrmnistration from employees of the Feod-and Drug Administration.

(BX(1) An appointed member may designate an individual to serve on the committee on the
member's behalf. Such a designation may be made only with the approval of the applicable
appointing authority and only if the individual is from the entity from which the member was
appointed.

(1) No individual may serve as a member of the committee for more than four years in the
aggregate. If any member of the committee leaves the entity from which the member was
appointed, such member may not continue as a member of the committee, and the member's
position shall be considered to be vacant. A vacancy in the committee shall be filled in the same
manner in which the original appointment was made.

(111) Initial appointments to the committee shall be made not later than the 60th day after
January 1, 1977. Not later than the 90th day after such date the members of the committee shall
hold a meeting for the selection of a chairperson from among their number.

/_—/‘{ Commented [A6]: Seems like “either” should drop
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(CX1) No member of the committee, or designee of such member, shall accept employment or
compensation from any person subject to any requirement of this chapter or of any rule
promulgated or order issued thereunder, for a period of at least 12 months after termination of
service on the committee.

(11) No person, while serving as a member of the committee, or designee of such member, may
own any stocks or bonds, or have any pecuniary interest, of substantial value in any person
engaged in the manufacture, processing, or distribution in commerce of any chemical substance
or mixture subject to any requirement of this chapter or of any rule promulgated or order issued
thereunder.

(111) The Administrator, acting through attorneys of the Environmental Protection Agency, or
the Attorney General may bring an action in the appropriate district court of the United States to
restrain any violation of this subparagraph.

(D) The Administrator shall provide the committee such administrative support services as
may be necessary to enable the committee to carry out its function under this subsection.

(gf) Required actions

Upon the receipt of—

(1) any information required to be submitted under this chapter, or
(2) any other information available to the Administrator,

which indicates to the Administrator that there may be a reasonable basis to conclude that a
chemical substance or mixture presents or will present a significant risk of serious or widespread
harm to human beings . the Administrator shall, within the 180-day period beginning on the date
of the receipt of such -information, initiate applicable action under section 2604, 2605, or 2606
of this title to prcV ent or reduce to a sufficient extent such risk or publish n the Federal Register
unreasonable. For good cause shown the Administrator may extend such pcnod for an additional
period of not more than 90 days. The Administrator shall publish in the Federal Register notice
of any such extension and the reasons therefor. A finding by the Administrator that a risk is not
unreasonable shall be considered agency action for purposes of judicial review under chapter 7
of title 5. This subsection shall not take effect until two years after January 1, 1977.

(-Bretoesisg) Petition for protocols and Methodalogissmethodologies for the
Pevelopmentdevelopment of Fﬁfeﬂm&%mmnmrmamm

A person intending to manufacture or process a chemical substance for which notice is
required under section 2604(a) of this title and who is not required under a rule, order, or consent
agreement under subsection (a) of this section to conduct tests and submit information on such
substance may petition the Administrator to prescribe protocols and methodologies for the
development of information for such substance. The Administrator shall by order either grant or
deny any such petition within 60 days of its receipt. If the petition is granted, the Administrator
shall prescribe such protocols and methodologies for such substance within 75 days of the date
the petition 1s granted. If the petition is denied, the Administrator shall publish, subject to section
2613 of this title, in the Federal Register the reasons for such denial.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/10/2016 11:13:39 PM

To: Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey TSCA TA additional follow up on section 6/26
Michal,

This TA responds to the additional followup request on 6/26.

In response to your request for drafting assistance to ensure that all relevant guidance documents are
included in the scope of the Section 26 provision, we suggest the following:

26(_) [Nothing requires EPA to revise or withdraw an action] . . . "solely because the action was completed
prior to the development of a policy, procedure, or guidance under this section or under section 6."

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>
Date: April 10, 2016 at 6:31:09 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA additional follow up on section 6/26

ok, thanks. so, given that, Vm planning to move 3. Into 26. The other 2 can’t be
addressed that way. using House text as your base, | think | need some drafting
assistance. P'm afraid that sentence the validity of a completed assessment,
determination, or rule shall not be determined based on the content of such a
policy or procedure.” can’t be included.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Comnnect with Senator Markey

<imagel03. pngr<imagel04.jpg>
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From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Sunday, April 10, 2016 4:21 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal,
This TA responds to the followup request on 6/26.

We think there are 3 relevant requirements.

1. the requirement in 6b1 to establish by rule a risk-based screening process

2. the requirement in 6b4B to establish by rule the process for risk evaluations

3. The requirement in 6b41 to issue guidance as to how outside parties can submit
their own draft risk evaluations

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 1:58:35 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA follow up on section 6/26
Punderstand. | am attaching the Senate’s view of what section 6 looks
like to resolve this concern for you. it has not yet been sent to the
House despite its file name — | am hoping 1o resolve this section 26 issue
before that ocours.

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Morkey
255 Dirksen Senate Office Building
Washington, DC 20810

202-224-2742
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Message

From:

Sent:
To:
CC:

Subject:

Got it

On Mar

Plaase

Woudd

Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]
3/16/2016 2:57:10 PM

Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]; Freedhoff, Michal (Markey)
[Michal_Freedhoff@markey.senate.gov}]

Re:Sec. 26 T.A.

16, 2016, at 10:54 AM, Black, Jonathan (Tom Udall} <Jonathan Black@tomudall.senate.gov> wrote:

use thizs one..

ke to check with vou on the impact of making these changes o the Senale offer..

26(b)(4) do the following:

Include such amounts as are deposited in the Fund under this paragraph with (4)(A)

Strike (4)}{(A)(ii) and (iii)

Strike (B){ii}{111) [I know our intent it to section off TSCA money, but I’'m not sure what it means]
Strike (4)(C)

Add House passed (b})(3)(e) “Accounting and Auditing”

We have already taken their “Auditing” language and struck ours.

They are keeping our “Termination” language

<image001l.png>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/15/2016 2:31:09 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen. Markey TSCA TA on closed sections

Ok - thanks

On Apr 15, 2016, at 10:29 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Ok. Pls drop and do the two section & requests first. Then back to pbt. Then to 28,

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
{Office of Senator Edward 1. Markey {D-MA)

From: Kaiser, Sven-Erik

Sent: Friday, April 15, 2016 10:26 AM

To: Freedhoff, Michal (Markey)

Subject: Re: Sen. Markey TSCA TA on closed sections

Thanks- will relay. There's a lot on the plate do please let me know if you need anything right away. Working on PBts and
section 26 now. Thanks,
Sven

On Apr 15, 2016, at 10:24 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

We know. That definition is likely accepted but is part of a broader set of negotiations on a final package and thus none
of that stuff is reflected here,

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Dffice of Senator Fdward § Markey {(D-MA)

From: Kaiser, Sven-Erik

Sent: Friday, April 15, 2016 10:22 AM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on closed sections

Michal,
Thanks for sending the closed sections.

We would note that the “closed” Section 3 did not include a definition of “complex durable goods.” If that concept
is to be included in Section 6, the definition is essential to implementation/workability.

This TA only responds to changes since the last version at the time we were reviewing. All
previously offered TA is still germane to the extent the provision has not changed since the TA was
offered. The technical assistance does not necessarily represent the policy positions of the agency
and the administration on the bill, the draft language and the comments.
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Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser
U.S. EPA
Office of Congressional and Intergovernmental Relations

1200 Pennsvlvania Ave., NW (1305A)

Washington. DC 20460

202-566-2753

On Apr 14, 2016, at 5:07 PM, Freedhoff, Michal (Markey)
<Michal Freedhoff@markey.senate.gov> wrote:

Some you have seen some you have not

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/22/2016 10:02:27 PM

To: 'Freedhoff, Michal (Markey)' [Michal_Freedhoff@markey.senate.gov]; Black, Jonathan (Tom Udall)

[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]

Subject: Sen. Markey TSCA TA request on section 8 nomenclature language
Attachments: Nomenclature (3-21).docx

Michal — while understanding the TA request’s urgency, given schedules and the specific technical and legal
knowledge required on nomenclature, we need to hold off responding fully until Monday. We have concerns
about (B)(i) and need more time to articulate them. Please let me know right away if that is a problem.

On statutory mixtures, a concern was raised that the original drafting would have allowed any
component of a statutory mixture to get on the TSCA inventory and bypass section 5. What you'll see
here are efforts to ensure that the CATEGORIES go onto the inventory but the COMPONENTS (which
may include byproducts that do not appear on the TSCA inventory) only get onto the inventory when
they're part of the category/mixture but not as separate substances. There are a couple of options

here.

Response: Although not able to fully respond yet, we have several concerns, including that the “including,
without limitation” language suggests that there are unidentified statutory mixtures beyond the six, creating the
possibility that a court might interpret the provision as expanding EPA’s current understanding of the scope of

statutory mixtures.

The second relates to the multiple CAS question of whether, for example, that language could have
been used to argue that all chlorinated paraffins are the same chemical substance. This language
seeks to create a clear process by which someone could ask EPA to make the determination, but the

determination would be EPA’s, Again, pls share thoughts etc.
Response: EPA has no concerns with the (B)(ii) language

We continue to work on this TA request, please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) <Michal FresdhofSmarkey senategme>
Sent: Monday, March 21, 2016 7:08 PM

To: Kaiser, Sven-Erk

Ce: Black, Jonathan (Tom Udall)

Subiect: Time-sensitive on section 8

Sven
Can you pls rush the review of this redlined text to portions of section 87

Here are the basic questions:
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On statutory mixtures, a concern was raised that the original drafting would have allowed any component of a
statutory mixture to get on the tsca inventory and bypass section 5. What you'll see here are efforts to ensure
that the CATEGORIES go onto the inventory but the COMPONENTS (which may include biproducts that do not
appear on the tsca inventory) only get onto the inventory when they're part of the category/mixture but not
as separate substances. There are a couple of options here,

The second relates to the multiple CAS question of whether, for example, that language could have been used
to argue that all chlorinated paraffins are the same chemical substance. This language seeks to create a clear
process by which someone could ask EPA to make the determination, but the determination would be EPA's,
Again, pls share thoughts etc,

{ think there is a desire to get this to the House asap.

Thanks

M

Michal Hlana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA)
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“(3) NOMENCLATURE.—
“(A) IN GENERAL.—In carrying out paragraph (1), the Administrator shall—

“(1) maintain the use of Class 2 nomenclature in use on the date of enactment of
the Frank R. Lautenberg Chemical Safety for the 21st Century Act;

“(i1) maintain the use of the Soap and Detergent Association Nomenclature
System, published in March 1978 by the Administrator in section 1 of addendum
III of the document entitled ‘Candidate List of Chemical Substances’, and further
described in the appendix A of volume I of the 1985 edition of the Toxic
Substances Control Act Substances Inventory (EPA Document No. EPA-560/7—
85-002a); and

{111} treat the categories of combinations considered to be statutory mixtures
under this Act and thelr components when present in such nmixtures, as being
included on the List established under paragraph (1) under the Chemical Abstracts
Service numbers for the respective categories, including, without limitation--

Abstracts :‘;scn 1ce n.umb@,m m; tEm acsncum e (.,dtmomes, tim com bmataom
considered to be statutory mixtures under this Act, and theilr components when
present in such mustures, including, without limitation—ireat-alt-components-of

@a‘i{\ g@nety %h&% are- Cﬂi‘%&i{i{‘i%d %«z}b@ «ﬁa&a&mw 1}}}}&‘1&%% Hﬂdﬂ“ ﬁng ‘ufc A8 bemg

“(I) cement, Portland, chemicals, CAS No. 65997-15-1;

“(II) cement, alumina, chemicals, CAS No. 65997-16-2;

“(HI) glass, oxide, chemicals, CAS No. 65997-17-3;

“(IV) frits, chemicals, CAS No. 65997-18-4;

“(V) steel manufacture, chemicals, CAS No. 65997-19-5; and

“(VI) ceramic materials and wares, chemicals, CAS No. 66402-68-4.

“(B) MULTIPLE NOMENCLATURE CONVENTIONS. —

“(1) IN GENERAL —H-an-esisting guidane
conventons—+The Adm1n1 strator shall—

“(I) maintain the nomenclature conventions for substances; and

“(Il) develop new guidance that—

“(aa) establishes equivalency between the nomenclature conventions
for chemical substances on the list published under paragraph (1); and

“(bb) permits persons to rely on the new guidance for purposes of
determining whether a chemical substance is on the list published under

paragraph (1).
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“(i1) MULTIPLE CAS NUMBERS —For any chemical substance determined by the
Administrator, following a request by a manufacturer or processor that the
Administrator review information reasonably available to the Administrator, {o
appearing multiple times on the list under different Chemical Abstracts Service

numbers, the Administrator shall develop-guidaneerecognizesng the multiple
listings as a single chemical substance.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 10:00:04 PM

To: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

CC: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]; Deveny, Adrian (Merkley)
[Adrian_Deveny@merkley.senate.gov]

Subject: Sen. Udall TSCA TA request on Section 4 (4-22)

Jonathan,

Got it - Checking. Thanks,

Sven

On Apr 23, 2016, at 5:54 PM, Black, Jonathan (Tom Udall) <jgnathan Black@tomudallsenate.gov> wrote:

Sven, perhaps the same exercise for Section 4 that you just did for Section 26, Attached below are
the changes we sent to House folks this week and to ML, but they appear not to have been made,

Take a look at Section 4 o see i anvihing calches vour eye beyond the fallure to make these
changes. Thankso

Conforming Amendments
Identical to 4/18 version

Double checle

e  <!--[if IsupportLists]--><!--[endif]-->Changing testing’ fo profocols and methodologies’ globally
Page 5, lines 3-6: New material not in 4/18 HLC version, but appears appropriate.
Page 5, Line 20 - Changs 5d) 1o 5
Page 5, Line 24 -~ Be) and 5 of what section 5?7 Section § in current draft not acceptable.
Page &, Lénfﬁ 7 - reinsert testing authority for 12(aX2) in new ()
Fage 7, Ling 6 -~ insert “the reasonable basis for concarn about the chemical substance or mbdure
and” after “identiy”
Page 7, line 16: Strike “shall consider” and insert “shall employ”
Page 7, line 24: Strike “considering” and remove brackets on “conducting”
ADDITION by Michal per %W; For consideration: Page @ Line 77 - EPA T&  Add (0} A pnule
order under subsection (XD may require the development of information by any person who
manufactures of processes or ntends to menufaciure or process a chemical substance or mikture
subject to the rule or order” This would require several minor conforming changes 1o (BH3 which
we could provide § vou are interested in this approach, This approach would mamtain the sxsting
allocation of testing responsibiliies under 15CA for rules under the old authorty but add direction
for nides and order under the "new’ authorty, Under sither of these approaches, rule’ should be
stricken from the title of b
Page 8, Ling 22 - Subssction b(3) should ONLY apply to rules, NOT 1o rules, orders and consent
agreements. This is because in a test rule, EPA 15 being told to specify which entities would be
required to undertake testing, based on the OE-aD § “ndﬁg%
Page 10, Lines 12-13 - in subsaction {d) - should read Tidentify the chemical substance or mixture
for which information HAS been received”
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Page 12, Line 14 - header of subsection {g} should be "Petition for protocols and methodologies for
the development of information”
Page 12, Line 20 through Page 17 line 6: Animal testing provisions needs to be checked

<04-10-16sec4 04 xml.pdf>
<Section 4 (HLC 4-19).docx>
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Appointment

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 2/16/2016 7:34:04 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]
Subject: Senate TSCA TA - Unreasonable Risk and section 5 exemptions
Location: Call : Ex. 6 - Personal Privacyi code E-_E{f_'iezsfflaltrbla_c!_:

Start: 2/18/2016 9:30:00 PM

End: 2/18/2016 10:30:00 PM

Show Time As: Tentative
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]
Sent: 4/5/2016 3:19:05 AM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]
Subject: Re: Senate TSCA TA on section 5
Go to bed!

On Apr 4, 2016, at 11:15 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Well anyway | switched to bourbon. But vay for nova | guess.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
{Office of Senator Edward 1. Markey {D-MA)

From: Kaiser, Sven-Erik

Sent: Monday, April 4, 2016 11:10 PM

To: Freedhoff, Michal (Markey)

Subject: Re: Senate TSCA TA on section 5

It's s pleasure - Nova up 6 with 4 min to go.

On Apr 4, 2016, at 11:06 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Thanks very much

Michal Hana Freedhoff, Ph.D.
Director of Oversight and {nvestigations
Office of Senator Edward 1. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Monday, April 4, 2016 11:04 PM

To: Freedhoff, Michal (Markey)

Cc: Karakitsos, Dimitri (EPW); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Senate TSCA TA on section 5

Michal,

The attached TA responds to the request on section 5. Note that the RLSO and comments in the side margins
might not show up on if reading on a phone. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]

Sent: Monday, April 04, 2016 8:08 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Cc: Karakitsos, Dimitri (EPW) <Dimitri_Karakitsos@epw.senate.gov>; Black, Jonathan (Tom Udall)

ED_002117_00008142-00001



<Jonathan Black@tomudall.senate.gov>; Deveny, Adrian (Merkley) <Adrian Deveny@merkley.senate.gov>
Subject: section 5 - for fast turnaround

Sorry this took longer than expected. Please have your team review ASAP, tonight idea.
Michal

ED_002117_00008142-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/13/2016 1:08:36 AM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on SLC section 5 (4-12)

Attachments: Markey. TSCA TA.section 5 (4-12).docx

Michal — see attached TA on section 5.

This TA only responds to changes since the last version at the time we were reviewing. All previously
offered TA is still germane to the extent the provision has not changed since the TA was offered. The
technical assistance does not necessarily represent the policy positions of the agency and the
administration on the bill, the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, April 12, 2016 10:33 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: section 5

Pls have your team review this as well,

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Trnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Contreni, Maureen (SLC)

Sent: Tuesday, April 12, 2016 10:32 AM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley); Karakitsos, Dimitri (EPW)
Cc: Johnson-Weider, Michelle (SL.C); Edwards, Deanna (SLC)

Subject: TSCA sec 5 (MCC16324)

Hi All,
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Attached please find vour updated draft of the insert for TSCA sec. 5 (MCC16324). To answer your guastion, the text
that is bracketed contains cross-references that we need to check when we compile alf of the inserts into one document.

Maureen

From: Freedhoff, Michal (Markey)

Sent: Tuesday, April 12, 2016 6:50 AM

To: Johnson-Weider, Michelle (SLC); Contreni, Maureen (SLC)
Cc: Karakitsos, Dimitri (EPW)

Subject: Sorry, use this version of 5. Thanks.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)
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Senate Legislative Counsel
Draft Copy of O:\MCCWCC16324. XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

SEC. . NEW CHEMICALS AND SIGNIFICANT NEW

USES.

Section 5 of the Toxic Substances Control Act (15 U.S.C. 2604) is amended—

(1) by striking “test data™ each place it appears and inserting “information”;

(2) by striking “data” each place it appears and inserting “information™,

3

) in subsection (a)—

(A) in paragraph (1), by redesignating subparagraphs (A) and (B) as clauses (1) and

(1), respectively, and indenting accordingly;

(B) by striking “(a) In General.—(1) Except” and inserting the following:

“(a) Notices.—

“(1) PROHIBITION AND ?_REQUH{EMENT\.—

“(A) PROHIBITION.—Except™,
(C) in subparagraph (A) (as so designated)—

(1) in the undesignated matter at the end, by striking “unless such person” and
inserting the following: “unless the requirements of subparagraph (B) are

fulfilled.

“(B) REQUIREMENTS.—Subparagraph (A) does not apply ift—

“(1) a person described in that subparagraph™,

(i1) by striking “requirement of subsection (b).” and inserting the following:

“requirement of or imposed under subsections (b), (e), or (f); and

“(i1) the Administrator conducts a review of the notice; and

}“(I)(aa) makes a determination under paragraph (3 A ) and, as necessary,

issues an order to restrict such manufacturing or processing under subsection
} HRGeL SUbsceuon | /

(AX1); or

“{bbj makes a determination under paragraph (3)(B) and issues an order

under subsection (e)}(1)}B).”; and

(D) by adding at the end the following:

~“(3) ReviEw.—Before the end of the applicable period for review under paragraph (1),
bind subject to section 18, the Administrator shall review a notice received under paragraph

(1)and—
“(A) determine whether the relevant chemical substance or significant new use may
present an unreasonable risk of injury to health or the environment, without

[date]

1

10:28 AM

Commented [A1]: “Bequi t* should probably be

plural:

Commented [A2]: This is a new structure, which seems
problematic. (A) provides that no.one cancommence

ing orp ing of new a new chem or for new
use except incompliance with (B}, then{B) says that {A)
doesn'tapplyif B issatisfied. That doesn’t really make
sense, Why re-word fromcurrent law? If it must be
reworded, it would make more sense tostart (BEby saying
“Thé requirements of subparagraph (B are fulfilled if”
instead of “Subparagraph(A) does not apply it

1} this with: “Within 90 days of receipt of a notice under

Commented [A3]: Is there a reason this language is
included here re the (fyorder but not included in{bblre the

{e}-order?

Commented [Ad]: EPA TA: Why designate the first clause
as:{l}faa) and the second:clause as (bb)? Shouldn’tthis just

be (BFand (11)?
Commented [A5]E TArequest: Would it would toreplace

aragraph (1) of of receipt of Information submitted

pursuant to subsection (bror fe} that the Administrator
findg sufficient to support the determination:under
subsection {3}{3]A), and subject to any extensions of such
review period pursuant to subsection (¢} orfe)”

Caommented [ABR5L: EPATA: On furtherreview, we now
sea better the issue vou were trying to address with respect
to{byand te).:Our recommendation; consistent with past
TA, Is to develop one formulation that describes the period,
including extensions; and use it consistently throughout the
section; except whereyvou mean something different: You
could say: "Before the end of the applicable review period
for netification and review periad} under (1) (b} (chor (e} .
oY Inadapting this phrase for other subsections, you would
needto change the reference to “(1)%to (@) or #{a}{ 1)
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Senate Legislative Counsel
Draft Copy of O:\MCCWCC16324. XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

consideration of costs or other nonrisk factors, including an unreasonable risk to a
potentially exposed or susceptible subpopulation identified as relevant by the
Administrator under the conditions of use, and take applicable action under subsection
(or (g);, or

“(B) determine that additional information is necessary to make the determination
under subparagraph (A), and take applicable action under subsection (e).

“(4) FAILURE TO RENDER DETERMINATION.—

“(A) IN GENERAL.—The Administrator shall complete a review of a notice required

“(B) FAILURE TO RENDER DETERMINATION.—If the Administrator fails to make a
determination on a notice under paragraph (3) by the end of the applicable review
period, including an extension pursuant to subsection (k), and the notice has not been

e

Commented [A7]: Note: ifthere areconcerns about
whether (3} above adequatelyaccounts for {b) and (e},
doesn’t thistajse the same concerns? Seems best to stick
with one formulation:

withdrawn by the submitter, the Administrator shall refund to the submitter all
applicable fees charged to the submitter for review of the notice pursuant to section
26(b)(1), and the Administrator shall not be relieved of any requirement to make the
determination.

Commented [A8):{b)and le)? Thisis really important =
otherwise EPA will have to refund:money despite an
extension {including an agreed extension) under (e

,_/——”{ Commented [A9): This seems redundant of (L)) below ]

“(C) LIMITATIONS. —

“(1) IN GENERAL.—A refund of applicable fees under subparagraph (B) shall not
be made if the Administrator certifies that the submitter has not provided
mformation required under subsection (b) or (e) or has otherwise unduly delayed
the process so that the Administrator is unable to render a determination within
the applicable period of review.

“(i1) No DECISION.—A failure of the Administrator to render a decision shall
not be considered a withdrawal of the notice.

“(iii) RELATIONSHIP TO OTHER 1AW, —Nothing in this paragraph relieves the

Administrator or the submitter of the notice from any requirement of this section.

“(5) ARTICLE CONSIDERATION.—The Administrator may require notification under this
section for the import or processing of a chemical substance as part of an article or category
of articles under paragraph (1)(A)ii) if the Administrator makes an affirmative finding in a
rule under paragraph (2) that the reasonable potential for exposure to the chemical
substance through the article or category of articles subject to the rule justifies
notification.”;

(4) in subsection (b)—

[date]
10:28 AM

(A) in the subsection heading, by striking “Test Data™ and inserting “Information”,
(B) in paragraph (1)—
(1) in subparagraph (A)}—

(D) by striking “rule promulgated” and inserting “rule, order, or consent

2

]

Commented [A10); Doesr't really seemilike the right
title: The rest of section S doesn’t seem like “other law”
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Senate Legislative Counsel
Draft Copy of O:\MCCWCC16324. XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

agreement™; and
(I1) by inserting “, order, or consent agreement” after “such rule™,

(i1) in subparagraph (B)(i1), by striking “promulgated” and inserting “or order™,
and

(ii1) in the undesignated matter at the end—
(D) by inserting “or order” after “such rule™,
(I1) by striking “subsection (a)(1)(A)” and inserting “subsection
(a)(1)(AXD)"; and
(II1) by striking “subsection (a)}(1)}B)” and inserting “subsection
(a)(1)(A))™
(C) in paragraph (2)—
(1) in subparagraph (A)—
(1) in clause (i), by striking “rule promulgated” and inserting “rule, order,
or consent agreement”; and

(I1) in the undesignated matter at the end, by striking “shall” and inserting
“may”; and

(11) in subparagraph (B)—

(I) in the matter preceding clause (1), by striking “Data” and inserting
“Information™;

(I1) in clause (i), by striking “subsection (a)}(1)}(A)” and inserting
“subsection (a)(1)(AX1)”, and

(1) in clause (i), by striking “subsection (a)(1)(B)” and inserting
“subsection (a)(1 ) A)(i1)™;

(D) in paragraph (3)—

(1) by striking “Data” and inserting “Information”; and

(11) by inserting “of this subsection or under subsection (e)” after “(2)”, and
(E) in paragraph (4)—

(1) in subparagraph (A)(1), by inserting “, without consideration of costs or
other nonrisk factors™ before the period at the end; and

(11) in subparagraph (C), by striking “, except that” and all that follows through
“subparagraph (A)”,

(5) in subsection (¢)—

(A) in the subsection heading, by inserting “and Review” after*Notice™, and

(V8]

[date]
10:28 AM
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Senate Legislative Counsel
Draft Copy of O:\MCCWCC16324. XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

(B) in the first sentence, by striking “, prescribed by” and all that follows through
“begin.” and inserting “prescribed by subsection (a) or (b).”,

(6) in subsection (d)—

(A) in paragraph (2)—

(1) in subparagraph (B), by striking “uses or intended uses of such substance”
and inserting “uses of the substance identified in the notice and any additional
uses of the substance that are reasonably foreseeable by the Administrator™; and

(11) in subparagraph (C), by inserting , order, or consent agreement™ after
“rule”; and

(B) in paragraph (3), by striking “notification” both places it fappears[;

(7) by striking subsections (e) through (g) and inserting the following:

“(e) Regulation When Available Information Is Insufficient.—

“(1) IN GENERAL.—If the Administrator determines that the information available to the
Administrator is insufficient to permit the Administrator to make a determination in
accordance with subsection (a)(3)(A) for a chemical substance or significant new use with
respect to which notice is required by subsection (a)—

[date]
10:28 AM

“(A) the Administrator—
g“(i) shall provide an opportunity for the submitter of the notice to submit the

additional information within the applicable notification and review period under
subsection {a), {b), or ().

“(il) may, by agreement with the submitter, extend the review period for a
reasonable time to allow the development and submission of the additional
mformation;

“(iil) may ]extend the notification and review period and promulgate a rule,

enter into a consent agreement, or issue an order under section 4 to require the
development of the information; and

“(iv) on receipt of additional information within the time prescribed pursuant to
(1), (11), or (iii) that the Administrator finds supports the determination under
sibsection (a)(3)(A), fwhich shall automatically extend the notification and review
period for 90 days, [shall make the determination not later than 90 days after

receipt of the information; and

“(B) the Administrator may issue an order to take effect on the expiration of the
applicable notification and review period under subsection (a), (b), or (c) to prohibit, or
otherwise restrict, the manufacture, processing, distribution in commerce, use, or
disposal of the chemical substance, or manufacture or processing of the chemical
substance for a significant new use, or any combination of such activities, sufficient to
allay the initial concern of the Administrator that, in the absence of sufficient

4

—t Commented [A11]: Notethat {d){3) still refersto the

expiration of the period undera, b, or cand does not
account for exténsions tnder e,

Commented [A12): Related to the TA abiove a5 1o the
review period: the structure of {e){1}{A) contributes 1o the
problem by:merely alfowing EPA 1o extend the period but
then providing that EPA must act undera3A, despite the
fact that the review period may not have been extended.
We suggest the edits in the text to resolve this issue. We
don’t perceive that these change the intended effect but
rather effectuate what we understand to be theintent.

Commented [A13}: Presumably it would be impossible
{or neatly so¥to get atestrule or orderout and get the info
back; within the review period.

Commented [A14); Thisisneeded because, without it;
this 90 days of review would:be occurring outside the
review period, which we don't appear to have authority to
do under {a){3):
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“(2) CONSIDERATIONS.—In selecting among prohibitions and other restrictions to include
in an order to be issued by the Administrator to meet the standard under paragraph (1), the
Administrator shall consider, to the extent practicable based on reasonably available
information, costs and other nonrisk factors.

“(3) COMPLIANCE WITH ORDER.—If the Administrator issues an order under paragraph
(1), the submitter of the notice under subsection (a) may commence manufacture of the
chemical substance, or mamufacture or processing of the chemical substance for a
significant new use pursuant to this paragraph only in compliance with the restrictions

specified in the order.
“(4) SIGNIFICANT NEW USE.—Not later than 90 days after issuing an order under
paragraph (1), the Administrator shall consider whether to promulgate a rule pursuant to
subsection (a)(2) that identifies as a significant new use any manufacturing, processing, use,
distribution in commerce, or disposal of the chemical substance that does not conform to the
restrictions imposed by the order, and, as applicable, initiate such a rulemaking or publish a
statement describing the reasons of the Administrator for not initiating such a rulemaking.

“(5) NOTIFICATION.—An order may not be issued under paragraph (1) respecting a
chemical substance—

“(A) later than 45 days before the expiration of the notification period applicable to
the manufacture or processing of the substance under subsection (a), (b), or (c); and

“(B) unless the Administrator has, on or before the issuance of the order, notified, in
writing, each manufacturer or processor, as the case may be, of the substance of the
determination which underlies the order.

“(f) Protection Against Potential Unreasonable Risks.—

[date]
10:28

“(1) In GENERAL.—If the Administrator determines that the manufacture, processing,
distribution in commerce, use, or disposal of a chemical substance or a significant new use
with respect to which notice is required by subsection (a), or that any combination of such
activities, may present an unreasonable risk of injury to health or environment in
accordance with subsection (a)(3)}(A)—

“(A) the Administrator shall issue an order, to take effect on or before the expiration

prohibit or otherwise restrict the manufacture, processing, distribution in commerce,
use, or disposal of the chemical substance, or of the chemical substance for a
significant new use, sufficient to allay the initial concern of the Administrator that the
substance or significant new use may present an unreasonable risk;

“(B) no person may comumence manufacture of the chemical substance, or
manufacture or processing of the chemical substance for a significant new use,
pursuant to this subsection except in compliance with the restrictions specified in the
order; and

AM

,,,,, -t Commented [A15): Should add “of injfury to health or the

environment’. That should always follow “unreasonable
risk’:

/,—/’{ Commented [A16]: Shoiild have comma after “uge”;

1 Commented [A17]: Need to add (e} 1o accouint for {f)
arders EPA issues following review of info obtained under
an (e} extension:
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“(C) not later than 90 days after issuing an order under subparagraph (A), the
Administrator shall consider whether to promulgate a rule pursuant to subsection (a)(2)
that identifies as a significant new use any manufacturing, processing, use, distribution
in commerce, or disposal of the chemical substance that does not conform to the
restrictions imposed by the order, and, as applicable, initiate such a rulemaking or
publish a statement describing the reasons of the Administrator for not initiating such a
rulemaking.

“(2) CONSIDERATIONS.—In selecting among prohibitions and other restrictions to include
in an order to be issued by the Administrator to meet the standard under paragraph (1), the
Administrator shall, to the extent practicable based on reasonably available information,
consider costs and other nonrisk factors.

“(3) IncLUSIONS.—A1 order issued by the Administrator to meet the standard under
paragraph (1) may include—

“(A) a requirement limiting the amount of the chemical substance which may be
manufactured, processed, or distributed in commerce;

“(B) a requirement described in paragraph [(2), (3), (4), (5), (6), or (7) of section
6(p)); or

“(C) any combination of the requirements referred to in subparagraph (B).

“(4) PERSISTENT AND BIOACCUMULATIVE SUBSTANCES.—For a chemical substance that is
subject to the requirements of this subsection and that the Administrator determines, with
respect to persistence and bicaccumulation, scores high for 1 and either high or moderate
for the other, pursuant to the TSCA Work Plan Chemicals Methods Document published by
the Administrator in February 2012 (or a successor scoring system), the Administrator shall,
in selecting among prohibitions and other restrictions to include in an order to be issued by
the Administrator to meet the standard under paragraph (1), reduce the potential for
exposure to the substance, to the maximum extent practicable.

“(5) WORKPLACE EXPOSURES.—To the extent practicable, the Administrator shall consult
with the Assistant Secretary of Labor for Occupational Safety and Health prior to adopting
any prohibition or other restriction under this subsection to address workplace exposures.

“(g) Statement of Administrator Findings.—

“(1) IN GENERAL.—If the Administrator finds, in accordance with subsection (a)(3)A),
that a determination that the relevant chemical substance or significant new use may present
an unreasonable risk of injury to health or the environment is not warranted, then
notwithstanding any remaining portion of the period for review under subsection (a), (b), or
CC‘) applicable to the manufacturing or processing of the substance or of the substance for a

significant new use—

e

“(A) the submitter of the notice may commence manufacture for commercial
purposes of the chemical substance or manufacture or processing of the chemical

substance for a significant new use;

Caommented [A18): Per earlier TA, we continde to
wonder why {AYand {B) arent mersedinto 5 single
provision authorizing EPA toissue any restrictions allowed
under 6(z). Hareferenceto “alf uses” isadded to TSEA
6la){2) per:the Senate offer; this is probably harmless; bit
onits face {A) omits the partion of6(aj{1) allowing EPA e
prohibit manufacture, processing and distribution’in
commerce; and EPAWIll not be able to issugsucha
prohibition if the senate offer language does not stick. We
also continue to:wonder why the allowable order conditions
are constrained for {f) orders =issued Upona “may present”
finding = but notfor (e) orders = issued based only onfack
ofinformation.

//( Commented [A19): Or (o}?

e

-

- Commented [A20}: This highlighted phrase should be

pped.: Be consi inrefi etotheperiod = you
haven't used this elsewhere in referring to the period.

_—| Commented [A21}: Any reason this modifies mfr of a new

chemical but not mfc and processing for a:'SNU later in:the
subparagraph?

[date]
10:28 AM
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This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

“(B) the Administrator shall make public a statement of the finding of the
Administrator; and
“(C) the Administrator shall submit the statement described in subparagraph (B) for
publication in the Federal Register as soon as is practicable before the expiration of the
period for review.
“(2) PuBLicATION.—Publication of a statement in accordance with paragraph (1} C) is
not a prerequisite to the manufacturing or processing of the substance with respect to which
the statement is to be published.”;

(8) in subsection (h)—
(A) in paragraph (1)—
(i) in subparagraph (A), by striking “environment,” and inserting “environment,
mcluding an unreasenable risk to a potentially exposed or susceptible
subpopulation identified by the Administrator for the specific uses identified m
the application,” and]

(i1) in subparagraph (B), by striking “appropriate” and inserting “warranted™,
and
(B) beginning in the first sentence of paragraph (4), by striking “environment.” and

all that follows through the “section 6(c).” and inserting “environment, without
consideration of costs or other nonrisk factors, including an unreasonable risk to a
potentially exposed or susceptible subpopulation identified by the Administrator under
the conditions of use.”;, and

(9) by striking subsection (1) and inserting the following:

“(1) Definitions.—
“(1) MANUFACTURE; PROCESS.—In this section, the terms ‘manufacture” and ‘process’
mean manufacturing or processing for commercial purposes.

“(2) REQUIREMENT.—For purposes of this Act, the term ‘requirement’ as used in this
section shall not displace any statutory or common law.”.

[date]
10:28 AM

Commented [A22]: EPA TA: Did you intend to drop the
proviso that this would:be:without considerationof costs or
other nonrisk:f ?:¥You included the provisoin the
exemptionunder (h}4), 5o there will be a very definite
implication here that youintend to have EPA consider cost
and non-risk factors when weighing a test marketing
exemption application.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/27/2016 9:31:40 PM

To: McCarthy, David [David.McCarthy@mail.house.gov]; 'Couri, Jerry' [JerryCouri@mail.house.gov]; 'Cohen, Jacqueline’
[jackie.cohen@mail.house.gov]; 'Fruci, Jean' [Jean.Fruci@mail.house.gov]
Subject: HEC TSCA TA Request on section 5

Attachments: HEC.TSCA TA.sec 5 of House (4-22).docx; HEC. TSCA TA.section 5(e} and (f}.docx

HEC TSCA Team,
The attached TA documents respond to the request on section 5.

This is in two documents. The first shows, in RLSO, suggested modifications of section 5 as it appears in the
House offer (4-22) (e.g., the condensing of 5 findings into 4). The second shows, in RLSO, suggested
modifications to section 5(e) and 5(f) of current TSCA; because the House offer (4-22) did not contain the text
of these provisions, we could not do the RLSO from that document.

With respect to 5(e) and (f), we made as few changes as we reasonably could to these subsections, but as you
will see, the conversion of these from provisions intended to block manufacture and processing into provisions
intended to allow manufacturing and processing to proceed with restrictions necessitated the striking of and
revision to a fair amount of the text.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

ED_002117_00008146-00001



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 3/11/2016 5:20:27 PM

To: 'Karakitsos, Dimitri (EPW)' [Dimitri_Karakitsos@epw.senate.gov]
Subject: RE: SEPW TSCA TA on nomenclature
Dimitri,

We lined things up for weekend support. I'll continue to be a conduit for the EPA team and will be watching for
emails — can also reach my cell ati ex - rersona Privacy : Best wishes on today’s session,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Karakitsos, Dimitri (EPW) [mailto:Dimitri_Karakitsos@epw.senate.gov]
Sent: Friday, March 11, 2016 12:19 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: SEPW TSCA TA on nomenclature

Thanks for this Sven, very helpful.

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.qov]
Sent: Friday, March 11, 2016 12:13 PM

To: Karakitsos, Dimitri (EPW)

Subject: SEPW TSCA TA on nomenclature

Dimitri, this responds to your TA request on nomenclature. Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

1. Is the Senate nomenclature language, both Class 2 and statutory mixtures, simply codifying EPA’s current
practice with regards to those substances?

EPA interprets section 8(b)(3)}{A){i) as a requirement to continue its current practice of allowing Class 2 chemical
substances to be named and listed as discrete entries on the TSCA Inventory. EPA also interprets this provision
as allowing EPA to retain technical discretion to ensure that Class 2 chemical naming is done correctly.

Similarly, EPA interprets section 8(b){3)(A){ii) as a requirement to continue its current practice of allowing Class 2

chemical substances to be named according to the SDA nomenclature system. EPA also interprets this provision
as allowing EPA to retain technical discretion to ensure that SDA naming is done correctly.

ED_002117_00008149-00001



EPA interprets section 8(b)(3){A)(iii) as a statutory ratification of the scopes of these particular Inventory listings,
as listed in the TSCA Inventory, in a manner consistent with appendix A of volume | of the 1985 edition of the
Toxic Substances Control Act Substances Inventory (EPA Document No. EPA-560/7-85—-002a). However, the
phrase “including, without limitation” could be interpreted to broaden the scope of statutory mixtures currently
recognized by EPA. If the intent is to simply codify EPA’s current practice, it should be clarified that the list of (i)
through (V1) is an exclusive list. Further, while EPA can interpret the phrase “all components of categories that
are considered to be statutory mixtures under this Act,” the phrasing is awkward and it could be improved to
reduce the chance of confusion. The following would be clearer: “all chemical substances described by the
following category listings, when manufactured as described in the appendix A of volume | of the 1985 edition of
the Toxic Substances Control Act Substances Inventory (EPA Document No. EPA-560/7-85-002a).”

EPA’s interpretation of 8(b)(3)(B) is that this provision is wholly inoperative, since EPA is not aware of any
“existing guidance” that would trigger 8(b)(3){B)(i), or duplicate listings on the Inventory that would implicate
8(b)}(3){B)(ii). If this provision is not inoperative, the legislative history in the Senate Committee Report reflects a
clear intent that it do something other than merely codify EPA’s current practices. Specifically, the Report
asserts on page 20 that currently “numerous nomenclature conventions exist that may prevent the efficient
distribution of chemicals into commerce,” and it explains that the nomenclature provisions “will resolve these
issues” by establishing new requirements for EPA. The Report also indicates that the nomenclature provisions
will “enable[] similar substances to rely on the Inventory listing of an existing substance.” This appears to be a
reference to narrowing the scope of substances that will require review under Section 5, due to nomenclature
changes.

2. Is EPA aware of widespread (or any instances) where current Class 2 or statutory mixture language has been
abused or used to circumvent Section 5 by allowing entirely new chemicals to market without going through
the pmn process?

EPA has taken a limited number of enforcement actions related to overly broad interpretation of the coverage
of Class 2 chemicals on the Inventory. In addition, many manufacturers have sought confirmation from EPA that
chemicals they intend to manufacture are covered by Class 2 chemicals on the Inventory and not subject to PMN
requirements. In many of these cases, the Agency has responded that PMNs would be required.

From: Karakitsos, Dimitri (EPW) [mailto:Dimitri Karakitsos@epw.senate.gov]
Sent: Thursday, March 03, 2016 1:53 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA on nomenclature

Sven — there seems to be continued confusion over the Senate’s nomenclature provisions. | know you all are working on
a lot for us and we appreciate it but wanted to ask if someone could fairly quickly respond to two specific questions that
are designed to be easy answers.

1. Is the Senate nomenclature language, both Class 2 and statutory mixtures, simply codifying EPA’s current
practice with regards to those substances?

2. Is EPA aware of widespread (or any instances) where current Class 2 or statutory mixture language has been
abused or used to circumvent Section 5 by allowing entirely new chemicals to market without going through the
pmn process?

Any help with this would be much appreciated.
Thanks,

Dimitri

ED_002117_00008149-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/10/2016 10:32:43 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen. Markey TSCA TA additional follow up on section 6/26

Got it- thanks

On Apr 10, 2016, at 6:31 PM, Freedhoff, Michal (Markey) <Michal Freedhoffi@markey senate gov> wrote:

ok. thanks. so, given that, Fm planning to move 3. Into 26. The other 2 can't be addressed that way. using House text
as your base, | think | need some drafting assistance. Pm afraid that sentence the validity of a completed
assessment, determination, or rule shall not be determined based on the content of such a policy or
procedure." can’t be included.

Michal Tana Freedhoff, PhD,

Director of Oversight & Trnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagel0l.png><imagel0Z. pngx<imagell3. pngr<imagelDd . jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Sunday, April 10, 2016 4:21 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA additional follow up on section 6/26

Michal,
This TA responds to the followup request on 6/26.

We think there are 3 relevant requirements.

1. the requirement in 6b1 to establish by rule a risk-based screening process

2. the requirement in 6b4B to establish by rule the process for risk evaluations

3. The requirement in 6b41 to issue guidance as to how outside parties can submit their own draft risk
evaluations

Please let me know if any questions. Thanks,

ED_002117_00008157-00001



Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 1:58:35 PM EDT
To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>
Subject: RE: Sen. Markey TSCA TA follow up on section 6/26

Punderstand. | am attaching the Senate’s view of what section 6 looks like to resolve this concern for
you. it has not yet been sent to the House despite its file name — | am hoping to resolve this section 26
issue before that ocours.

Michal Tlana Freedhoff, PhD.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
258 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

ED_002117_00008157-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/21/2016 4:15:06 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA request - RE deadlines

Michal, this responds to the TA request on RE deadlines.

We are ok with the change.

This TA only responds to changes since the last version at the time we were reviewing. All
previously offered TA is still germane to the extent the provision has not changed since the TA was
offered. The technical assistance does not necessarily represent the policy positions of the agency
and the administration on the bill, the draft language and the comments. Please let me know if any
questions. Thanks,

Sven

Sven-Erik Kaiser
U.S. EPA
Office of Congressional and Intergovernmental Relations

1200 Pennsvlvania Ave.. NW (1305A)

Washuwneton, DC 20460

202-566-2753

On Apr 21, 2016, at 9:36 AM, Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> wrote:

Michal - got it - checking. Thanks,
Sven

On Apr 21, 2016, at 9:35 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

<!--[if IsupportAnnotations]--> <!--[endif]-->
Sven, in the past when | have asked you why the 3 year RE deadline was needed (as opposed to a shorter one) you've
told me the following:

Response: The three year timeline for risk evaluation developed from EPA’s experience with conducting risk
assessments under current TSCA. Given that the scope of assessments under the Senate bill would include
all uses of a chemical — and that our current assessments are more limited in scope — reducing the timeframe
would likely endanger EPA’s ability to meet the timeline.

ED_002117_00008162-00001



Section 6 currently provides EPA with the authority to extend the 3 year deadline for completing an RE by one year
under specific circumstances. | would like your views on whether the following change would be problematic for
you. | note that the effect of this change would be to shorten pause preemption from lasting 2.5-3.5 years to lasting
2.5-3 years.

Section 6 (bY{(G)
“(G) DEADLINES.—The Administrator—

“(i) shall conduct and publish a risk evaluation for a chemical substance as soon as practicable. but not
later than 3 years after the date on which the Administrator initiates a risk evaluation under paragraphs
(2)A). (H@B)Y(@) and (4)(C)(ii); and.

“(ii) mav extend the deadline for a risk evaluation for not more than 180 days<!--[if
IsupportAnnotations]-->[MF1]<!--[endif]--> _if information relating to the chemical substance
required to be developed in a rule, order, or consent agreement under section 4 has not yet been
submitted to the Administrator, or if such information has been submitted to the Administrator within
the time specified in the rule. order or consent agreement and on or after the date that is 120 days
before the expiration of the deadline described in clause (i).

Michal

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<image001.png><image002.png><image003.png><image004.jpg>

<I--[if IsupportAnnotations]-->

<l--[endif]-->
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Message

From:
Sent:
To:
CC:

Subject:

Gotit-c
On Mar

Would

26(b)(4)

Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]
3/16/2016 2:53:49 PM

Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]; Deveny, Adrian (Merkley)
[Adrian_Deveny@merkley.senate.gov]

Sen. Udall TSCA TA request on section 26

hecking

16, 2016, at 10:52 AM, Black, Jonathan (Tom Udall} <Jonathan Black@tomudall.senate.gov> wrote:

tike to check with vou on the mmpact of making these changes o the Senals offer..

do the following:

Include such amounts as are deposited in the Fund under this paragraph with (4)(A)

Strike (4)(A)ii) and (iii)

Strike (B){ii){1l1) [l know our intent it to section off TSCA money, but 'm not sure what it means]
Strike (4)(C)

Add House passed (b)(3)(e) “Accounting and Auditing”

We have already taken their “Auditing” language and struck ours.

They are keeping our “Termination” language

<image001l.png>

| can send the same email to everyone including Jason if you would like. | would like to but wanted to send to you first.

Ryan Jackson

Chief of Staff

U.S. Senator James M. Inhofe

205 Russell Senate Office Building
202-224-4721

202-228-1007 facsimile
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/22/2016 9:20:38 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA Request on 6(a} -"minimum"

Michal — got it, checking. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, March 22, 2016 5:15 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA request - 6(a) -"minimum"

(1) A requirement that such substance or mixture or any article containing such substance
or mixture be marked with or accompanied by clear and adequate mininmm warnings and
instru{:tions with respect to its use, distribution in commerce, or disposal or with respect to
any combination of such activities. The form and content of such miniinum warnings and
instructions shall be prescribed by the Administrator.

A question has arisen about the word “minimum”. The word is there in part because of the Wyeth case in which the
Supreme Court ruled that a VT failure to warn case was NOT preempted even though the manufacturer complied with
an FDA labeling requirement. The court said there was no preemptive conflict between an FDA minimum label and what
the VT failure to warn law required. The other issue the word “minimum’ addresses is the scenario in which EPA sets a
labeling requirement based on incomplete or false information and the people harmed by the chemical involving the
inadequate label seek to prove that the company should have done more and knew that this was the case, and bring the
complaint under state tort law — “minimum” therefore avoids a regulatory compliance defense so the court’s decision is
about the merits and not the preemptive effect of the federal label. Just because a company didn’t HAVE to include the
information on the label doesn’t mean that they shouldn’t have included it, and doesn’t mean that they shouldn’t have
known that harm could have arisen from the chemical substance, and they shouldn’t be able to assert preemption in
order to avoid having the case heard.

But concerns with the word ‘minimum’ have been articulated as a belief that it means that a state could ALWAYS exceed
a federal minimum labeling standard. My response to this is that section 18 governs this, not the word “minimum”. If
the state labeling law is grandfathered, it is grandfathered. If the label is required under a state clean air law, it is
excepted from preemption. And if the state requests and receives an 18a waiver, preemption for it is waived. | don’t
see how the word ‘minimum’ changes anything about the way section 18 governs what states can do and when.

Does EPA agree with my read or am | missing something?

Thanks
michal

Michal Tlana Freedhoff, Ph.D.
Director of Oversight & Investigations
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Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742

Connect with Senator Markey
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 9:39:23 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

CC: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian {Merkley)
[Adrian_Deveny@merkley.senate.gov]

Subject: Sen. Markey TSCA TA on House section 26 (4-22)

Michal- We did not see any new issues raised by the changes they did make. Please let me know if any
questions. Thanks,
Sven

On Apr 23, 2016, at 5:26 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey senate uov> wrote:

Just making sure no new issues beyond failure to make requested changes?

Michal Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagalQl.pngr<imagel2. png><imagell3. pngr<imagel04.jpg>

From: Kaiser, Sven-Erik [maiiio:Kaiser Sven-ErikiBepa. aov]

Sent: Saturday, April 23, 2016 5:13 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA on House section 26 (4-22)

Michal,
This responds to the TA request on section 26 (4-22).

There are few changes from the 4/18 HLC version; the only significant one is the acceptance of the Senate
language on scientific standards in 26(h).

We compared the list of changes proposed by the Senate with the version received this afternoon, and have
annotated that list to indicate which ones were made and which were not. Most of the proposed changes were
not accepted. Among the most significant ones that were not made are the failure to include the language
suggested for page 3, lines 2-6, in the Senate list, which was intended to fix the problem in the language
saying what fees could be used for, and the failure to delete the phrase "as in effect before such date of
enactment” on page 13, line 18, from the end of the provision on moving forward with completed risk
assessments, which effectively subjects the yet-to-be completed rule makings on those risk assessments into
pre-revision section 6.

This TA only responds {o changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.
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Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

ED_002117_00008167-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 2/16/2016 7:31:06 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Request - "unreasonable risk"

thanks

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]

Sent: Tuesday, February 16, 2016 2:30 PM
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>
Subject: RE: Request - "unreasonable risk"

Should be ok

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
2585 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto Kaser Sven-Erik@epa.gov]
Sent: Tuesday, February 16, 2016 2:30 PM

To: Freedhoff, Michal (Markey)

Subject: RE: Request - "unreasonable risk”

Michal — Jim has a 4pm, any chance we can push it to 4:30pm? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik
Sent: Tuesday, February 16, 2016 1:58 PM
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To: Freedhoff, Michal (Markey) <Michal Freedhol@markey. senate gov>
Subject: Re: Request - "unreasonable risk"

Michal - 4 pm on Thurs, Feb 18 works for us. Call | ex s-personal privacy | code Ex. 6 - Personal Privacyi Thanks,
Sven

Call Thursday afternoon sometime btw 2-57

Michal Hana Freedhoff, Ph.D.
Director of Oversight and {nvestigations
Office of Senator Edward 1. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Tuesday, February 16, 2016 12:37 PM
To: Freedhoff, Michal (Markey)

Subject: RE: Request - "unreasonable risk”

Michal — we’re glad to provide TA in whatever way work best for you and your colleagues. What’s your
timeframe on getting folks together — I'll check on availabilities. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhof@markey senate.gov]
Sent: Tuesday, February 16, 2016 12:28 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik@epa.gow>

Subject: Request - "unreasonable risk"

Sven

There's an interest on the part of some (bipartisan) Senate staff to walk through {conference call is fine, so is
mig, 50 is you sending us a TA document - whatever is best for you) the instances in TSCA where EPA’s practice
is NOT to consider costs as part of 'unreasonable risk’ determinations. The motivation for the question is
section 5 exemptions, and whether EPA currently considers costs as part of deciding whether to grant them.
We thought it would be useful to go through these statute-wide rather than as they occurred to us.

Thanks
Michal

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {(D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/1/2016 2:45:17 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on nomenclature

Michal, Got it - thanks. Checking on nomenclature TA and circulating the other questions. Best,
Sven

On Apr 1, 2016, at 10:43 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Swven
A couple of things on nomenclature ~ first, wondering # vou are dose to getting the pending nomenclature TA done?

Second, there is a concern being expressed by the House side that the statutory mixture language {even with the
maodification options | sent you last week) would allow new chemicals to avoid section 5 treatment. What follows below
is a draft of a savings clause that would apply to the statutory mixture provisions that is intended to ensure that does
not happen. Does it work?

"Notwithstanding subparagraph (A)(ii1), a chemical substance that is a component of a mixture identified in
subparagraph (A)(i11) shall be subject to Section 5 when not present in such mixture and if such chemical
substance is not included on the list established in paragraph (1)."

Finally, just a general guestion about class 2 and the Soap and Detergent assor nomenclature system — how many
substances are included on these lists right now? s EPA contemplating changing these, and if so, what sort of resources

would be required to do so? General response is fine on this one.

Thanks
Michal
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/12/2016 10:56:43 PM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey TSCA TA on PBT - revised draft

Attachments: 04-12-16PBT (Conf Proposal)d.docx; ATT00001.htm

Michal,

This TA responds to the follow up request on PBTs.

We reviewed the attached revised version and still have a difficult time understanding how EPA would
be expected to operate under this provision. The language makes clear that for identified PBTs, EPA
would propose rules that both protect against unreasonable risks and “reduce exposure to the extent
practicable.” The language also states that risk evaluations are not required for the identified
chemicals. We see the two statements as irreconcilable. EPA determines “unreasonable risk” by
doing a risk evaluation on a chemical. Without knowing whether and how the chemical presents an
‘unreasonable risk,” EPA would be unable to draft a rule “in accordance with subsection (a).”

We'd also note that in the absence of risk evaluation under Section 6, there’s no associated fee
collection authority under Section 26.

This TA only responds to changes since the last version at the time we were reviewing. All previously
offered TA is still germane to the extent the provision has not changed since the TA was offered. The
technical assistance does not necessarily represent the policy positions of the agency and the
administration on the bill, the draft language and the comments.

Please let me know if any additional questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460
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202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff(@markey.senate.gov]
Sent: Tuesday, April 12, 2016 3:02 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik@epa.gov>

Subject: 04-12-16PBT (Conf Proposal)d.docx

See if this works on pbts
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( ) Chemicals That Are Persistent, Bioaccumulative, and Toxic.--

(1) Expcdﬂcd Action.--Not ldtcr than 3 years after the date of enactment of the
! the Administrator shall propose a rule i
accordance with subsection (a) -with respect to chemical substances identified in the

(A) that the Administrator has a reasonable basis to conclude are toxic and with respect
to persistence and bioaccumulation, scores high for one and either high or moderate for
the other, pursuant to the TSCA Work Plan Chemicals Methods Document pubhshcd by
the Administrator in February 2012 (or a successor scoring system
and for which the Admlmstrator has not

o review
: 4 priorto the date of enac‘mwm of the Frank R. Lautenherg
Chemical Safety for the 21st Century Act; and

(B) exposure to which under the conditions of use is likely to the general population-ez,

te-a potentially exposed : subpopulation identified by the Administrator, or
the envirotiment, on the basis of an exposure and use assessment conducted by the
Administrator.

(2) Except as provided in paragraph (51, the Administrator shall not be required to
conduct risk evaluations on chemical substances that are subject to this subsection.

{33 Final Rule.--Notwithstanding subsections k )-subject to subsections __ and |

Commented [S1): Xaelto provision requiring risk

__,not later than Z-vears1R months after proposing a rule under paragraph (1), the
Administrator shall promulgate a rule in accordance with subsection {ag).

(433 In selecting among prolubitions and other restrictions promulgated n a rule
pursuant to subsection (2) the Admunustrator shall, for each chemical substance for which
a nﬂe is pmpos&d under paragraph (1), reduce exposure to the substance to the extent

(34) Relationship to subsection (b).--If, at any time prior to the date that is 90 days after
the date on which the Administrator proposes the rule under paragraph (1), the Administrator
makes a finding under subsection (), or a manufacturer requests a risk evaluation under
subsection (), with respect to a chemical substance, such chemical substance shall not be
subject to this subsection, except that any proposed aador i rule promuigated m accordance
with section 6{a) for such chemical substance shall reduce likely-exposure to the extent
practicable.

(54) OTHER CHEMICALS THAT ARE PERSISTENT, BIOACCUMULATIVE, AND
TOXIC OR CARCINOGENS.—

(A) In designating high priority substances pursuant to subsection (b), the
Administrator shall give preference to—

(1) chemical substances that, with respect to persistence and bioaccumulation, score high for 1
and either high or moderate for the other, pursuant to the TSCA Work Plan Chemicals

© management rules on the basis of a risk evaluafion

+Commented [MF22}: DK the teference tofe) should be
enonigh for many of these

* Commented [S3]: Neod (o cross- reforence language on
- 50% discount for Work Plan ton does
| nbtapply. énsuire cost-benefit afialysis applics to selected risk
| mianagemetit micasures and ensiire ¢rtical ise and other
| ekemptionsapply PROPOSE FEES FOR EXPOSURE
CASSESSMENTS INFEEPROVISION: AGREE THAT AN
i INDUSTRY-REOQUESTED REWOQULD BESURIECT TO
FEES AR5
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Methods Document published by the Administrator in February 2012 (or a suceessor
scoring system) ;and

(i1) chemical substances listed in the 2014 update of the TSCA Work Plan for
Chemical Assessments that are known human carcinogens and have high
acute and chronic toxicity.

(B) In identifying priorities for risk evaluation and conducting risk evaluations of
metals and metal compounds, the Administrator shall use the Framework for Metals Risk
Assessment of the Office of the Science Advisor, Risk Assessment Forum, and dated
March 2007 (or a successor document), and may use other applicable information
consistent with the best available science.

(C) For a chemical substance subject to subsection (a) that with respect to
persistence and bicaccumulation, scores high for 1 and either high or moderate for the
other, pursuant to the TSCA Work Plan Chemicals Methods Document published by the
Administrator in February 2012 (or a successor scoring system) the Administrator shall,
in selecting among prohibitions and other restrictions promulgated in a rule pursuant to
subsection (ag), reduce exposure to the substance to the extent practicable.

Retain expedited action provision in 6(c)

(C) may extend the deadlines under this paragraph for not more than two years, subject to the
condition that the aggregate length of extensions under this paragraph and subsection (b)(4)(G)
does not exceed two years, and subject to the limitation that the Administrator may not extend a
deadline for the publication of a proposed or final rule regarding a chemical substance drawn
from the 2014 update of the TSCA Work Plan for Chemical Assessments or a chemical substance that,
with respect to persistence and bioaccumulation, scores high for 1 and either high or moderate for the
other, pursuant to the TSCA Work Plan Chemicals Methods Document published by the Administrator
in February 2012 (or a successor scoring system), without adequate public justification that
demonstrates, following a review of the information reasonably available to the Administrator, that the
Administrator cannot complete the proposed or final rule without additional information regarding the
chemical substance.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/8/2016 12:50:55 PM

To: Michal_Freedhoff@markey.senate.gov

Subject: Fwd: Sen. Markey TSCA TA Request following up on Section 4 - exposure monitoring

Michal- this responds to your followup TA request on section 4- exposure assessments. Your option 1 addresses
our issue.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>
Date: April 8, 2016 at 5:11:29 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: Section 4 - quick q

{ don't think | can include the language you suggested that ensures EPA can do
testing to monitor exposure. Here are a couple of alternatives:

Protocols and methodologies for the development of information may also be
prescribed for the assessment of potential OR ACTUAL exposure to humans or
the environment.

Protocols and methodologies for the development of information may also be
prescribed for the assessment of OR MONITORING FOR potential exposure to
humans or the environment.

Michal llana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/11/2016 5:19:18 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Weekend coverage

Michal, lots for your group to get through. We lined things up for weekend support. I'll continue to be a conduit
for the EPA team and will be watching for emails — can also reach my cell at; ex s - personal privacy i Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Friday, March 11, 2016 11:38 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA request - House fees

Was mixed on process, and on substance, we didn’t get through much of the more controversial elements — was mostly
working through sasier sections.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [maiiio:Kaiser Sven-ErikiBepa. aov]
Sent: Friday, March 11, 2016 10:26 AM

To: Freedhoff, Michal (Markey)

Subject: RE: Sen. Markey TSCA TA request - House fees

Thanks — how did it go?

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.pov]
Sent: Friday, March 11, 2016 10:25 AM

To: Kaiser, Sven-Erik <Kaisgr.Sven-Erik@spa.goe>

Subject: RE: Sen. Markey TSCA TA request - House fees

Yes, or so we were told yesterday.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailio: Kabser Sven-ErikBena, aov]
Sent: Friday, March 11, 2016 10:23 AM

To: Freedhoff, Michal (Markey)

Subject: RE: Sen. Markey TSCA TA request - House fees

Michal — we want to make sure we are focusing TA efforts most efficiently — are we right in thinking that it's
fees and section 8 today, tomorrow and Sunday will be sections 5 and 6? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Richal Freedhofl@®markey senate.gov]

Sent: Friday, March 11, 2016 5:05 AM

To: Kaiser, Sven-Erik <Kaiser Sven-Eriki@epa.gov>; Black, Jonathan (Tom Udall) <lonathan Black@tomudallsenate.gov>;
Deveny, Adrian (Merkley) <Adrian Deveny@merkiey senate.pov>

Subject: Re: Sen. Markey TSCA TA request - House fees

Quick follow up guestion for you Sven
Would changing "defray the cost of administering the provision for which suhe fee is collected” 1o

"Defray the cost of administering the provision and any other activities under the act related to the chemical
substance or mixture for which such fee is collected” address one of the points you make below?

Would this change above allow you to protect or decide to release CBl that was included in a risk evaluation or

test data, for example? Would it allow you to use the results of the test when conducting the risk evaluation
or doing risk management?
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{recognize that the solution above probably does not address the core resubstantiation obligations provided
in the senate bill in section 8. But could it address the question of industry-requested RES and whether the
fees for the RE could then be used for rulemaking”?

Quick turnaround needed - mig on this is at 1:30. Feel free {o suggest alternatives if what | wrote makes no
sense. -}

Thx
Y]

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]}

From: Kaiser, Sven-Erik

Sent: Thursday, March 10, 2016 5:45 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA request - House fees

Michal,
This responds to your TA request on House fees language and section 4.

Under either the House bill or the House offer, section 26(b)(1) provides that fees collected can be used only to
“defray the cost of administering the provision of [TSCA] for which such fee is collected.” In general, it will be
difficult to interpret and implement restrictions on the use of fees that are expressed in terms of the particular
provision of TSCA that EPA can administer using the fees, since these do not necessarily align with
recognized program areas or budget categories. A more descriptive statement of the program functions for
which fees can be spent would be a help to EPA in adhering to these spending restrictions.

Constraining the use of fees in this manner will likely lead to other sorts of implementation problems. For
example, it appears that fees collected for data submitted under section 4 could only be used to cover the cost
of collecting the information, not of using the information to perform risk evaluations. This is because the fee
collection authority would be categorized under section 4, yet the use of the information in a risk evaluation
would be under section 6(b). Furthermore, because CBI review obligations are undertaken under section 14,
EPA could not use these fees to defray the cost of reviewing and otherwise processing CBI claims. Finally,

a manufacturer’'s decision to request a risk evaluation may eventually result in EPA being subject to a legal
obligation to undertake risk management rulemaking, but EPA could not use industry fees to defray the cost of
that rulemaking.

The House offer partially addresses these implementation concerns regarding funding by adding fee collection
authority for EPA initiated risk evaluations (the House bill only provides for fees {o defray risk evaluation when
industry requests the risk evaluation). However, the House offer still does not provide fee collection authority or
other resources to defray the significant costs associated with risk management or the costs to review CBI
claims. This is especially problematic in combination with the House offer’s introduction of a new and very
resource intensive program for the review of older CBI claims.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhoff@markey.senate.sov]

Sent: Thursday, March 10, 2016 3:33 PM

To: Kaiser, Sven-Erik <kaiser.Sven-Erik@epa.gov>

Cc: Black, Jonathan (Tom Udall) <lonathan Black@tomudall senate.zov>; Deveny, Adrian (Merkley)
<Adrian Deveny@imerkley senale gov>

Subject: TA request - House fees

sven

House fees language basically says that a fee collected under section 4 can only be used for section 4 activities,
and so forth. Does EPA have any workability or other concern associated with this provision?

Thanks
Michal

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/21/2016 2:44:56 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on Section 6 (4/20) Part 1

Attachments: Markey. TSCA TA.Section 6 (HLC 4-20).Part 1.docx

Michal,

The attached TA responds to the request on section 6 (HLC 4-20). As mentioned in the “highlight points” TA
helow, the attached TA is the majority of our comments, with TA on PBTs and articles expected to follow later
today.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik

Sent: Thursday, April 21, 2016 10:04 AM

To: Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey TSCATA on Section 6 (4/20)

Michal,

This TA responds to the request on section 6 (4-20). Below are initial highlight points. Shortly we will provide
RLSO TA on section 6. That will be the majority of our comments, except for TA on PBTs and articles that will
follow later today.

¢ 6(b)(3)(E) -- we see new language from the House that seems to let prioritization deadlines slip in
deference to demands for more notice and comment.

o 6(b){4)(E) -- The denominator to be used in figuring out the min/max of industry requests still seems
wrong

e 6(b)(4)(F)(iii) -- To our reading, latest revisions could let in consideration of costs and nonrisk factors if
someone argues that they are special costs that are directly related to health and the environment,
e.g., Whitman v. American Trucking arguments about health impacts of economic issues.

s 6(d) -- Effective date language mostly (but not entirely) matches our April 11 TA colloquy on this
issue. One of the omissions calls into question whether any of the caps on compliance schedules are
really hard caps.

e 6(1)(2) -- Stray reference to 6(a) rules being "based on" risk evaluations which could be problematic if
not fixed.

e 6(j) -- Low hazard language has all the problems we previously flagged in TA.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
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assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments. Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bifl, the draft language and the comments.

I
2
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OO 3 N e s

10
11
12

14
15

16
17
18
19
20

21
22

SEC. |l. ‘PRIORITIZATION, -RISK -EVALUATION, -AND -REGU-

LATION OF CHEMICAL SUBSTANCES AND --MIX-

TURES.

(a) AMENDMENTS.—Section 6 of the Toxic -Sub-

stances Control Act (15 U.S.C. 2605) is amended—

{1) by striking the section heading and -insert-

ing “PRIORITIZATION, -RISK -EVALUATION, ~AND
REGULATION OF CHEMICAL SUBSTANCES AND

MIXTURES”;

(2) insubsection (a)—

(A) by striking “finds that there is a rea-
sonable basis to conclude that” and --inserting
“determines in accordance with subsection
(b)(4)(A)";

(B) by inserting “or
ance is s substance--

- a chemical

" after

subsection s
“health or the environment,”;

(€C) by inserting “and subject to section
18, and in accordance with subsection -(c}(2),”
after “shall by rule”;

(D) by striking “to protect adequately
against such risk using the least --burdensome
requirements” and inserting “so that the chem-

ical substance nolonger presents such risk”;
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2

(E) by inserting “or otherwise restricting”
after “prohibiting” in paragraph (2)(A);

(F) by inserting “minimum” before “warn-
ings” both places it appears in paragraph - (3};

(G) -by -striking -“and -monitor -or conduct
tests” and inserting “or monitor or -conduct
tests pursuant to section 4” in paragraph --(4};
and

(H) in paragraph (7)—

(i) by striking “such unreasonable
risk of injury” and inserting “such --deter-
mination”; and

(ii) by -striking “such -risk -of injury”
and -inserting -“such determination”;

(3) by amending subsection (b) to read as --fol-
lows:
“(b) -Risk EVALUATIONS.—

“(1) PRIORITIZATION FOR RISK EVALUA-
TIONS.—

“(A) -ESTABLISHMENT .OF PROCESS.—Not
later than 1 year after the date of enactment of
the -Frank -R. -Lautenberg -Chemical -Safety for
the 21st Century Act, the Administrator --shall
establish, by rule, a risk-based screening -proc-

ess, including criteria for designating- chemical
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10
11

12
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16
17
18
19
20
21

3
substances as high-priority substances for risk
evaluations or low-priority substances for -which
risk evaluations are not warranted at the time.
The process to designate the priority of chem-
ical substances shall include a consideration of
the hazard and exposure potential of a chemical

substance o - of chemical

e Commented [A1]

substances

{including consideration of persistence and --bio-
accumulation, potentially exposed or- susceptible
subpopulations and storage near significant

sourcesofdrinkingwater), the conditions ofuse

significant changes in the volume of the -chem-
ical substance manufactured or -processed.
“(B) -IDENTIFICATION OF PRIORITIES FOR
RISK EVALUATION.—
“(i) HIGH-PRIORITY SUBSTANCES.—
The Administrator shall designate as -a
high-priority substance an active chemical

substance that the Administrator con-

cludes,

ay present an -un-

reasonable risk of injury to health or --the

environment;-
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- because of potential

hazard

ED_002117_00008187-00004



FATB\HM\TSCAl6_005. XML

N R R o R e " > \ B

f—
o=
L

4

and -a -potential -route -of -exposure under
the conditions of use, including an -unrea-
sonable -risk -to -a -potentially -exposed or
susceptible subpopulation identified as --rel-
evantby the Administrator.

“(ii} LOW-PRIORITY SUBSTANCES.—
The Administrator shall designate as -a
low-priority substance a chemical sub-
stance with respect to which the Adminis-

trator concludes: _information suf-

ficient to establish;

chemical substance is notlikely to present

an unreasonable risk : v to health or

e Commented [A4]

under the conditions of use,

exposed- or

_susceptible

identified asrelevantby the

“(iii) INACTIVE  SUBSTANCES.—The

Administrator -may -designate- an inactive

chemical substance as a high-priority sub-

stance if the Administrator concludes that

such substance has not been subject to —a

regulatory or other enforceable action -by

an unreasonable risk to a
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1 the Administrator to ban or phase out -the
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2 substance and has the potential for --high
3 hazard--- _and widespread-- exposure,_Or---
has
4 been subject to a regulatory or other --en-
5 forceable -action by the Administrator to
6 ban or phase out the substance and ---with
7 respect to which there exists the potential
8 for residual high hazards widespread
9 : not otherwise -addressed by
the
10 regulatory or other -action.
11 “(2) -INITIAL RISK EVALUATIONS AND .SUBSE-
12 QUENT -DESIGNATIONS -OF- HIGH- AND LOW-PRIORITY
13 SUBSTANCES.—
14 “(A) INITIAL RISK EVALUATIONS.—Not
15 later than 180 days after the date of enactment
16 of the Frank R. Lautenberg Chemical -Safety
17 for the 21st Century Act, the -Administrator
18 shall ensure thatrisk evaluations are being con-
19 ducted on at least 10 chemical substances
20 drawn from the 2014 update of the --TSCA
21 Work Plan for Chemical Assessments (of which
22 atleast 6 shall also be chemical substances that
23 have a Persistence and Bioaccumulation -Score

of 3).
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1 “(B) -ADDITIONAL -RISK EVALUATIONS.—

2 Not later than three and one half years after
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6

the date of enactment of the Frank R. --Lauten-
berg Chemical Safety for the 21st Century -Act,
the Administrator shall ensure thatrisk evalua-
tions are being conducted on at least 20 --high-
priority substances and that at least 20 --chem-
ical substances have been designated as -low-pri-
ority substances, subject to the limitation -that
at least 50 percent of all chemical-- substances
on which risk evaluations are being conducted
by the Administrator are drawn from the 2014
update -of -the -TSCA -Work -Plan -for- Chemical
Assessments (of which at least one half shall
also be chemical substances thathave a Persist-
ence and Bioaccumulation Score of 3).

“(C} CONTINUING DESIGNATIONS AND
RISK EVALUATIONS.—The Administrator shall
continue to designate priority substances —and
conduct risk evaluations in accordance with
subsection (b}(3)(D), subject to the -limitation
described -in -subparagraph -(Bi-}, until -all sub-
stances drawn from the 2014 update of the
TSCA Work Plan for Chemical -Assessments

(including all such chemical substances that
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1 have a Persistence and Bioaccumulation -Score

| Commented [AG]:

of 3} have undergone risk evaluation
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T the-priority -of -all -active -chemical substances

10
11
12
13
14
15
16
17
18
19
20

21
22

_has-been designated, at a pace consistent -with
theability of the Administrator to complete risk
evaluations -in -accordance -with- the deadlines
underparagraph (4)(G).

“{(D) PREFERENCE.—In designating high-
priority substances, the Administrator shall -give
preference to—

“(i) chemical substances that are list-
ed in the 2014 update of the TSCA Work
Plan for Chemical Assessments as havinga
Persistence and Bioaccumulation Score of
3; and

“(ii) chemical substances that are list-
ed in the 2014 update of the TSCA Work
Plan for Chemical Assessments that are
known human carcinogens and have -high
acute and chronic toxicity.

-“(E} METALS AND METAL COM-
POUNDS.—In identifying priorities for risk -eval-
uation and conducting risk evaluations of met-
als -and -metal -compounds, -the Administrator

shall ‘use -the Framework for -Metals -Risk As-
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1 sessment of the Office of the Science -Advisor,

2 Risk Assessment Forum, and dated March

ED_002117_00008187-00012



FATB\HM\TSCAl6_005. XML

Nl B B ) SV, B SOV

10
11
12
13
14
15
16
17
18
19
20
21
22
23

24
25

8
2007 (or a successor document), and may -use
other applicable information consistent with -the
best available science.¢
“(3) -INFORMATION REQUEST AND REVIEW AND
PROPOSED AND FINAL PRIORITIZATION DESIGNA-
TIONS.—

“(A) -DEADLINE; -PROCESS.—The Adminis-
trator shall, in the rulemaking required --under
paragraph (1}(A), ensure thatthe time required
to -make -a -priority -designation -of -a chemical
substance be no longer than 1 year, and that
the process for such designations -includes—

“(i) a requirement that the --Adminis-
trator request interested persons to -submit
relevant -information -on -a- chemical sub-
stance that the Administrator is proposing
to prioritize;

“(ii) a requirement that the -Adminis-
trator publish each proposed designation -of
a chemical substance as a high- or low-pri-
ority substance, along with an --identifica-
tion of the information, analysis and basis

used to make the proposed --designations,

ED_002117_00008187-00013



1 take -public -comment -on -each -such pro-

2 posed designation, and publish all -final
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9

3 designations after the close of the-- public

4 comment period; and

5 “(iii) a process by which the Adminis-

6 trator may extend the deadline under this

7 subparagraph for up to six months in

8 order to receive or evaluate information re-

9 quired to be submitted in accordance with
10 section ‘44(3)(2), -‘?subject -to- the limitation -~ Commented [A7]: xcref check
11 that if the information available to the Ad-
12 ministrator at the end of such an extension
13 remains insufficient to enable the designa-
14 tion of the chemical substance as alow-pri-
15 ority substance, the Administrator shall
16 designate the chemical substance as a
17 high-priority substance.

18 “(B} RISK EVALUATION INITIATION.—
19 Upon designating a chemical substance as a
20 high-priority -substance, -the- Administrator shall
21 initiate arisk evaluation on the substance.

22 “(C) -RevisioN.—The -Administrator may
23 revise -the -designation -of -a -low-priority sub-
24 stance based on information made available to
25 the Administrator.
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1 “{D) -ONGOING -DESIGNATIONS.—The Ad-

2 ministrator -shall -designate -at -least -one high-
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10
3 priority substance upon the completion of each
4 risk evaluation (other than risk evaluations for
5 chemical substances designated under para-

graph (4)(C)(i1)).

“(A) In GENERAL—The Administrator

shall conduct risk evaluations pursuant to -this

_paragraph to determine whether a chemical

substance presents an unreasonable risk of in-

jury to health or the environment, without con-
__sideration of costs or other nonrisk factors, in-
cluding an unreasonable risk to a potentially ex-
__posed or susceptible subpopulation identified -as

_relevant to the risk evaluation by the Adminis-

trator, under the conditions of use.
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“(B) ESTABLISHMENT OF PROCESS.—Not
later than 1 year after the date of enactment of
the -Frank -R. -Lautenberg -Chemical -Safety for
the 21st Century Act, the Administrator --shall
establish, by rule, a process to conduct risk
evaluations -in -accordance -with subparagraph
(A).

“{C) -REQUIREMENT.—The Administrator

shall conduct and publish risk evaluations, --in

ED_002117_00008187-00018
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10 accordance -with -the -rule -promulgated under
11 subparagraph (B}, for achemical substance—
12 “(i) that has been identified -under
13 ' under
14 (1)(B)(i);and
15 “(ii} subject to subparagraph (E),
16 that a manufacturer of the chemical —sub-
17 stance has requested, in a form and -man-
18 ner -and -using -the -criteria- prescribed by
19 the Administrator in the rule promulgated
20 under subparagraph (B), be subjected to a
21 risk evaluation.
22 “(D)} -ScopE.—The Administrator -shall,- as
23 soon as practicable and notlater than 6 months
24 after each designation of a high-priority ---sub-
25 stance, publish the scope of the risk evaluation

ED_002117_00008187-00019



1 to be conducted, including the hazards, --expo-

2 sures, conditions of use, and the potentially ex-

3 posed or susceptible subpopulations the -Admin-
4 istrator expects to consider.

5 “(E) LIMITATION .AND .CRITERIA.—

6 “(i}) -PERCENTAGE REQUIREMENTS.—
7 The Administrator shall ensure that -of
8 chemical -substances -that -undergo -a risk
9 evaluation under clause (i) of subpara-

ED_002117_00008187-00020
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graph (C), the percentage of chemical sub-
stances undergoing a risk evaluation under
clause (ii) of subparagraph (C) is—
“(I) not less than 25 percent, —if
sufficient requests are made under

clause (ii) of subparagraph (C); and

16
17
18
19
20
2]
22

“{l} -not -more -than

“(iij REQUESTED RISK EVALUA-
TIONS.—Requests  for risk evaluations
under subparagraph (C){ii) shall be subject
to public notice and comment and to --the
payment of fees pursuant to section

26(b)(3)(D), -and -the -Administrator shall

23
24

expedite or otherwise provide special-+

itosuchriskevaluations.

Commented [A11]: 1
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1 “(iii)  PREFERENCE.—In deciding
whether to grant requests under subpara-
graph (C)(ii), the Administrator shall -give
preference to requests for risk evaluations

on chemical substances for which the -Ad-

(@SR e T A o

ministrator determines that restrictions
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13
imposed by 1 or more States have the -po-
tential to have a significant impact --on
interstate commerce or health or the envi-
ronment.

“(iv)  ExcepTions.—(1) Chemical
substances for which requests have --been
granted under subparagraph (C}(ii) and
that are not drawn from the 2014 -update
of the TSCA Work Plan for Chemical As-
sessments shall not be subject to --section
18(b).

“(11) Requests for risk evaluations -on
chemical substances which are made -under
subparagraph (C)(ii) and that are --drawn
from the 2014 update of the TSCA ---Work
Plan for Chemical Assessments shall be
granted at the discretion of the --Adminis-

trator and not be subject to clause --(i){1I).
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“(F)} REQUIREMENTS.—In  conducting a
risk evaluation under this subsection, the --Ad-
ministrator shall—

“(i) integrate and assess available -in-
formation -on -hazards -and -exposures for
the conditions of use of the chemical -sub-

stance, -including -information -that -is rel-

ED_002117_00008187-00024
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evant to specific risks of injury to health or
the environment and information on -poten-
tially exposed or susceptible subpopulations
identified as relevantby the Administrator;

“(ii) describe whether aggregate or
sentinel exposures to a chemical substance
under the conditions of use were --consid-

ered, and the basis for that -consideration;

not-  consider-

other

factors. not- directly. related- to

health or the environment:

“(iv) take into account, where -rel-

evant, the likely duration, intensity, fre-

quency, -and -number -of -exposures under

the conditions of use of the chemical -sub-

stance; and

~ Commented [AL2]:

ED_002117_00008187-00025




1 “(v) -describe -the -weight -of -the -sci-
entific evidence for the identified --hazard
and exposure.
“(G) DEADLINES.—The Administrator—

“(i) -shall -complete -a -risk evaluation
for a chemical substance as soon as -prac-

ticable, but not later than 3 years after the

=B e Y e S

date on which the Administrator initiates a

ED_002117_00008187-00026
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rlSk evaluation """""""""""" ««under --------------
paragraph ¢ ibibe

ommented [A13]:

ey

“(ii) -may -extend -the -deadline -for -a

risk evaluation for not more than 1 --year,

ifinformation relating to the chemical sub-

stance required to be developed in a- rule,

order, or consentagreementunder section

4 has not yet been submitted to the Ad-

ministrator, or if such information has

been submitted to the Administrator -within

the -time -specified -in the -rule,- order, or

consentagreementand on or after the date

that is 120 days before the expiration of

the deadline describedinclause (i).

“{H) -NOTICE -AND COMMENT.—The_ Ad-

___ministrator shall provide no less than 30 -days

.. public notice and an opportunity for -comment

ED_002117_00008187-00027
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on a draft risk evaluation prior to publishing -a
final risk evaluation.”;
{4) by amending subsection (c) to read as --fol-

lows:

“(c) PROMULGATION OF SUBSECTION (a) RULES.—
“(1) -DEADLINES.—If -the -Administrator deter-
mines that a chemical substance presents an unrea-

sonable risk of injury to health or the -environment

- Commented [A14]: ensuringthat conforming changes

trike para{3)and [4) ofexisting TSCA=weknow your

| onforming changesare at theend,
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9 inaccordance with subsection (b)(4)(A), the Admin-
10 istrator—
11 “(A) shall propose in the Federal

Register

12 a rule under -subsection (a} for the chemical
13 substance not later than 1 year after the --date
14 on which the final risk evaluation regarding the
15 chemical substance is published;
16 “(B) shall publish in the Federal --Register
17 a final rule notlater than 2 years after the date
18 on which the final risk evaluation regarding the
19 chemical substance is published; and
20 “(C) may extend the deadlines under -this
21 paragraph for not more than two years, subject
22 to the condition that the aggregate length of ex-
23 tensions under this subparagraph and sub-
24 section (b)(4)(G)(ii) does notexceed two years,
25 and subject to the limitation that the -Adminis-

ED_002117_00008187-00029
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trator may not extend a deadline for the -publi-
cation of a proposed or final rule regarding a
chemical substance drawn from the 2014 --up-
date of the TSCA Work Plan for Chemical As-
sessments or a chemical substance that, --with
respect to persistence and bioaccumulation,
scores high for 1 and either high or --moderate

for the other, pursuant to the TSCA Work -Plan
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9 Chemicals Methods Documentpublished by the
10 Administrator in February 2012 (or a successor
11 scoring system), without adequate public --jus-
12 tification that demonstrates, following a review
13 of the information reasonably available to --the
14 Administrator, -that -the- Administrator cannot
15 complete the proposed or final rule withoutad-
16 ditional information regarding the chemical
17 substance.

18 “(2) REQUIREMENTS -FOR- RULE.—-

19 “(A) -STATEMENT -OF -EFFECTS.—In pro-

a rule under

“to achemical substance

R or mixture, ~~the

Administrator--_shall._consider

and - publish-_a

statement based on reasonably

available :
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“(i) -the -effects -of the -chemical sub-
stance or mixture on health and the -mag-
nitude of the exposure of human beings to
the chemical substance or -mixture;

“(ii) the effects of the chemical --sub-
stance or mixture on the environment and
the magnitude of the exposure of the envi-

ronment to such substance or mixture;

ED_002117_00008187-00032
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18
9 “(iii) the benefits of the chemical sub-
10 stance or mixture for various uses; and
11 “(iv) the reasonably ascertainable -eco-
12 nomic consequences of the rule,

13

14 “(I) -the likely -effect -of -the rule

15 on the national economy, small -busi-

16 ness, technological innovation, the en-

17 vironment, and public health

18 “(I1) the quantifiable and -non-

19 quantifiable costs and benefits of -the
proposed ; _regulatory action
and of the_

Commented [A18):
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1 1 or more primary alternative ...

2 _actions considered by the
Ad-

3 ministrator.

4 “{B)} -SELECTING -REQUIREMENTS.—In -

z under -subparagraph (A).

FH “(C) REPLACEMENT PARTS.—

shall--_exempt- replacement

prior to the &
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FATB\HM\TSCAl6_005. XML

19

wt-publication in the -Federal

identified
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1
and-
41y “(D} ArTicLES.—In selecting among -pro-

__hibitions and other restrictions, the-- Adminis-

trator shall apply such prohibitions or other re-

strictions to an article or category of articles

__containing the chemical substance or --mixture
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_only to the extent necessary to address -the

identified risks from exposure to the -chemical
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1 substance or mixture from the article or cat-

2 egory of articles, so that the substance or -mix-

o the- __risk-___evaluation- conducted- in

accordance
with subsection (b}(4}(A).

__“(3) Procepures.—When prescribing a rule

under subsection (a} the Administrator shall -proceed

ED_002117_00008187-00038
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21
in -accordance -with -section -553 -of -title- 5, United
__States Code (withoutregard to any reference in such

section to sections 556 and 557 of such title}, and

shall also—

“(A) publish a notice of proposed -rule-

making stating with particularity the reason for
_theproposedrule;

“(B) -allow -interested -persons -to -submit

written data, views, and arguments, and -make
__all such submissions publicly available;

“(C) promulgate a final rule based on --the

matter in the rulemakingrecord; and

“(D) make and publish with the rule the

determination described in subsection (a).”;

ED_002117_00008187-00039



the date on which it shall take

effect;
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compliance is

__later than 4% years after the date .«

; of the rule, except in a case of -

under subsection (g);

shall

provide for a reasonable .
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5 determined by

.may vary for different affected
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17
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19
20

_[6) in subsection (e)(4), by striking “para-
graphs (2), (3), and (4)” and inserting --“paragraph
(3)7; and

{7) by adding at the end the following new sub-
sections:

“(g) EXEMPTIONS.—

“(1) -CRITERIA -FOR -EXEMPTION.—The Admin-
istrator may, as part of a rule promulgated under
subsection (a), or in a separate rule, grant an ex-
emption from a requirement of a subsection (a) rule
for a specific use of a chemical substance or mix-
ture, if the Administrator finds that—

“(A) the specific use is a critical or -essen-
tial use for which no technically and -economi-
cally feasible safer alternative is available, tak-

ing into consideration hazard and -exposure;

ED_002117_00008187-00044
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23
24

23
“(B) compliance with the requirement, -as
applied with respect to the specific use, -would
significantly disrupt the national economy, na-

tional security, or critical infrastructure; or

ED_002117_00008187-00045
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“(C) the use of the chemical substance —or

2 mixture, as compared to reasonably available al-

3 ternatives, provides a substantial benefit to

4 health, the environment, or public safety.

3 “(2) -EXEMPTION -ANALYSIS .AND STATEMENT.—-
6 In proposing an exemption under this --subsection,
7 the Administrator shall analyze the need for the ex-

8 emption, and shall make public the analysis and a

9 statement -describing -how -the -analysis- was taken
10 into account.

“U3)  AnAREE e DA S B AR D R PHASE
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~PERIOD- OF EXEMPTION.—The Adminis-
trator shall establish, as part of a rule under this
subsection, a time limit on any exemption for a time
to be determined by the Administrator as reasonable
on a case-by-case basis, and, by rule, may extend,
modify, or eliminate an exemption if the ---Adminis-
trator determines, on the basis of reasonably- avail-
able information and after adequate publicjustifica-
tion, the exemption warrants extension or modifica-
tionorisnolonger necessary.

«

ConpITIONS.—As part of a rule- promul-

gated under this subsection, the Administrator shall
include conditions, including reasonable record-
keeping, monitoring, and reporting requirements, to

the -extent -that -the -Administrator -determines the

ED_002117_00008187-00047



1 conditions are necessary to protect health and --the
environmentwhile achieving the purposes of the ex-
emption.

“(h) CHEMICALS THAT ARE PERSISTENT, Bio-

e B L o

ACCUMULATIVE, -AND -TOXIC.—Fa#-a

subsection (a) #:at-with respect to i

persistence

and-bioaccumulation.

and either high or

moderate

for the other, pursuant to the TSCA Work Plan
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Chemicals Methods Documentpublished by the

-in February 2012 (or asuccessor

scoring system
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selecting

4-—among prohibitions

and other restrictions;
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FINAL - AGENcY -AcTioN.—Under -this section

andsubjecttosection18—

“(1)-_a _determination-_by the Administrator

subsection (b)(4)(A) that a_chemical

Msub—

stance does not present an unreasonable risk of -in-

__jury to health or the environment shall be issued by
order and considered to be a final agency action, ef-

fective beginning on the date of issuance of -the
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___order; and
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1 “(2) a final rule promulgated under subsection

_(a),and the associated

a final agency action, effective beginning on

the date

of promulgation of the final rule.
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- Commented [A24]:
:

DEeFINITION.—For -the- purposes -of -this- Act, the

place statutory or common law.”.

(b} ‘TaBLE -OF .CONTENTS -AMENDMENT.—The item

_in the table of contents of such Act relating to section

risamendedtoreadasfollows:
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“Sec. 5. Prioritization, risk evaluation, and regulation of chemical substances
and mixtures.”.

Commented [A25]): Notsection 67
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/10/2016 9:45:05 PM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey TSCA DRAFT TA on dates

Attachments: Dates-4.docx; ATTO0001.htm

Michal,
This TA responds to the request on dates.

Attached is a draft markup of the language you sent us on dates to accomplish your objectives and which also
includes changes aimed at using consistent terminology of "compliance" dates, rather than sometimes
implementation and sometimes compliance, and dealing with some grammar issues created by the structure
of the previous version. The suggested changes look more significant than they are. We think that the
starting point for a ban or phase-out you suggested is reasonable. One last point that we flagged in a
comment bubble is that neither what you sent nor what we are sending back establishes an end point for bans
or phaseouts.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven
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(d) E¥reCcTivE DATE—(1) In any rule under subsection (a), the Administrator shall

(A) g the date on which it shall take effect, which date shall be as soon
as feasible;

B) spec &
the 1eq111rements under a rule under subsectlon (a)- 5S
3 349 »v36t @ ban or phase-out,
as soon as practlcable but not later than 4 years after the date of promulgation of
the ruk k: xcept in a case of ause excmpted under ‘;ubqecuan(g) ,,,,,, -
i - dates bs ]

shall be as soon as practicable, but not later than 4 years after the date of "
promulgation of the rule, k:xcept in the case of a usc exempted under subsection

(gk

comphcmw dams specified m submm;mphs { 1)(8) and { 1)(@ :
determined by the Administrator, 1%
1y may vary for different affected persons:
Howing a determination by the Administrator that comphancc 18
technologically or economically infeasible within the timeframe specified in
subparagrap (B) or {} (), shall provide up to an additional 18 months for
compliance to be mandatory.

Commented [GB1]: Thisis unnecessary though
probably niot harmful, Subsectian {g) exeripts aparty
from whatever requirements EPA fssues an
exeniption for; so it could be confusing to reference
{g) in just a subset of section 6 provisions

Commented [GB2]: Wenote that this establishesno
outer’bound for full compliance with banand
phaseout requirements.

E Commented [GB3]: Same comment about [g)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/15/2016 11:22:13 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA Request on revised section 14

Michal — got it. We'll take a lock and provide TA as requested. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, March 15, 2016 7:18 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: section 14

Sven

Thanks very much for all your rapid assistance today! Attached is a new draft of section 14. Not all changes have been
agreed to among Senate offices — some are being discussed or proposed by us, some are raised by the House, etc. But
this is at a stage where we would like EPA TA with an eye for concerns related to workability, possible unintended

consequences, drafting concerns, inconsistencies, etc. Fast turnaround appreciated.

Thank you
michal
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/15/2016 2:22:17 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on closed sections

Michal,

Thanks for sending the closed sections.

We would note that the “closed” Section 3 did not include a definition of “complex durable goods.” If that concept

is to be included in Section 6, the definition is essential to implementation/workability.

This TA only responds to changes since the last version at the time we were reviewing. All
previously offered TA 1s still germane to the extent the provision has not changed since the TA was
offered. The technical assistance does not necessarily represent the policy positions of the agency

and the administration on the bill, the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser
U.S. EPA
Office of Congressional and Intergovernmental Relations

1200 Pennsylvania Ave.. NW (1305A)

Washineton. DC 20460

202-566-2753

On Apr 14, 2016, at 5:07 PM, Freedhoff, Michal (Markey)
<Michal Freedhoff@markey.senate.gov> wrote:

Some you have seen some you have not

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {-MA]}
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/22/2016 7:23:41 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Sen. Markey TSCA TA - another 6(a) alternative

Michal — got it — checking
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, March 22, 2016 3:23 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA - another 6(a) alternative

Tharks. | agree with you that section 18 does not impose a limitation on epa and that any court should be expected o
read section 18 if they are being asked to determine whether something has a preemptive effect. The issue with Geler is
that MYSA had a tort savings clause in a different section of the bill from the section that created the safety standard in
guestion and that somehow became 3 reading’ issue for the courts, If any of those other options work too, or if
alternatives exist, pls let me know.

Michal Tlana Freedhoff, PhD.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.qov]
Sent: Tuesday, March 22, 2016 3:19 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA - another 6(a) alternative

Michal,
This TA responds to the request to review a 6(a) option dealing with section 18 and (¢)(2) references.

OPTION 2

(a) Scopr gr REcuLatioN, —If the Administrator finds-that-there-is-a-reasonable-basisto-conclude
determines in accordance with subsectiofi (b)(4)(A) that the manufacture, processing, distribution in
commeitce, use, or disposal of a chemical substance or mixture, or that any combination of such
activitics, presents an unrcasonable risk of injury to health or the environment, the Administrator shall
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pply one or more of the
following requirements to such substance or mixture to the extent necessary to-protect-adequately
against such-risk-using-the least-burdenseme-requirements-so_that the chemical substance does not
present such a risk under the conditions of use.:

Does this version address the question you had about why section 18 is there and how it
might intersect with a redundant (c)(2) reference? For your context, the subject to section 18
is there to basically address the Geier case, namely that one element of that case involved a
court dismissing a state tort action on a car safety matter on preemption grounds despite the
existence of a tort savings clause in the motor vehicle safety act.

The changes you suggest do help address the specific issue we identified in our most recent TA -- the
suggestion that section 18 and 6(c)(2) are on the same footing as limitations on EPA's authority. However, it
does not address our long standing point that we think the reference to section 18 in this context is
unnecessary and confusing. We understand your point about addressing Geier, but we think section 18
already does that (and if it doesn't, it's hard to see how a reference to it in section 6 would). The reference to
section 18 in section 6(c) of the offer indicates that EPA's authority to promulgate rules under section 6(c) is
limited in some way by section 18, which we do not understand to be your intent. Presumably, you mean to say
that the preemptive effect of any rules EPA promulgates under section 6(c) is subject to section 18. (And,
again, we don't really see the value of making such a point in section 6, since section 18 already provides that
it governs the preemptive effect of section 6 rules, and has whatever effect it has with respect to Geier.)

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Monday, March 21, 2016 12:17 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: another 6(a) alternative

OPTION 2
(a) Scopr g REcuLatioN, —If the Administrator finds-thatthere-is-areasonable-basis-to-conclude

determines in accordance with subsection (b)(43(A) that the manufacture, processing, distribution in

commerce, use, or disposal of a chemical substance or mixture, or that any combination of such

activitics, presents an unrcasonable risk of injury to health or the environment, the Administrator shall

by rule jand pply one or more of the

follom g rcqulremcms to such subslancc or mlxturc to the extent necessary to-protect-adequately
ents-so that the chemical substance does not

prcccnt such a mk under the condmon's of use.:

Does this version addres} the question you had about why section 18 is there and how it might intersect with a
redundant (¢)(2) reference? For your context, the subject to section 18 is there to basically address the Geier case,
namely that one clement of that case involved a court dismissing a state tort action on a car safety matter on
preemption grounds despite the existence of a tort savings clause in the motor vehicle safety act.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
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Washington, DC 20510
202-224-2742

Connect with §
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 9:26:55 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

CC: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian {Merkley)
[Adrian_Deveny@merkley.senate.gov]

Subject: Re: Sen. Markey TSCA TA on House section 26 {4-22)

Checking - thanks

On Apr 23, 2016, at 5:26 PM, Freedhoff, Michal (Markey) <Michal Freedhoffidmarkev. senate. gov> wrote:

Just making sure no new issues heyond failure to make requested changes?

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageQ0l.pngr<imagel02.png><imagel03 . pngx<image 04 jpe>

From: Kaiser, Sven-Erik [mailio: Kabser Sven-ErikBena, aov]

Sent: Saturday, April 23, 2016 5:13 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA on House section 26 (4-22)

Michal,
This responds to the TA request on section 26 (4-22).

There are few changes from the 4/18 HLC version; the only significant one is the acceptance of the Senate
language on scientific standards in 26(h).

We compared the list of changes proposed by the Senate with the version received this afternoon, and have
annotated that list to indicate which ones were made and which were not. Most of the proposed changes were
not accepted. Among the most significant ones that were not made are the failure to include the language
suggested for page 3, lines 2-6, in the Senate list, which was intended to fix the problem in the language
saying what fees could be used for, and the failure to delete the phrase "as in effect before such date of
enactment” on page 13, line 18, from the end of the provision on moving forward with completed risk
assessments, which effectively subjects the yet-to-be completed rule makings on those risk assessments into
pre-revision section 6.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven
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Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/5/2016 3:05:40 AM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA Re: Section 4 - the House offer

Michal - got it. Thanks,
Sven

On Apr 4, 2016, at 11:02 PM, Freedhott, Michal (Markey) <Michal Freedhoff(@markey.senate.gov> wrote:

Sven

I mentioned earlier tonight that the House sent a section 4 offer that | found very concerning. { turned the
offer into a redline of tsca in order to illustrate to my colleagues what it would ook like.

P don't need detailed TA on this, but would appreciate your high level reaction to it {after section 5, and
tomorrow morning is finel.

Thanks
%

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations

Office of Senator Edward J. Markey {D-MA}

<4-04-01-16HOUSESUPPLEMENTALOFFER .doc>
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Message

From:
Sent:
To:
CC:

Subject:

Michal,

Got it- thanks,

Sven

Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

4/1/2016 1:08:21 AM

Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Karakitsos, Dimitri (EPW) [Dimitri_Karakitsos@epw.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian {(Merkley) [Adrian_Deveny@merkley.senate.gov]
Re: Section 5 - for review

On Mar 31, 2016, at 8:18 PM, Freedhoff, Michal {Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Sven

Attached is new section 5 drafted to existing TSCA. You'll see a number of specific questions we have for you in
comments. We have tried to identify all the potential for drafting challenges and deviations from Senate 5 policy — but
we are sure you'll find some we missed. Please give this a very careful review for anything you think we may have
overlooked, drafted oddly or wrong, etc. There is no intent to meaningfully alter policy here — we are simply shifting
into a re-draft using base TSCA in response to a House request that we attempt to do so. Fast turn-around appreciated.

Thanks
Michal

<5-03-31-16-TOEPAv2.doc>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/8/2016 11:09:09 AM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA followup Re: Section 4 - exposure monitoring

Michal - good morning. Got it- checking. Thanks,
Sven

On Apr 8, 2016, at 5:11 AM, Freedhoft, Michal (Markey) <Michal Freedhoftfi@markey senate gov> wrote:

I don't think I can include the language you suggested that ensures EPA can do testing to monitor exposure.
Here are a couple of alternatives:

Protocols and methodologies for the development of information may also be prescribed for the assessment of
potential OR ACTUAL exposure to humans or the environment.

Protocols and methodologies for the development of information may also be prescribed for the assessment

of OR MONITORING FOR potential exposure to humans or the environment.

Michal Ilana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/27/2016 8:51:02 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen. Markey TSCA TA on section 5

5:15 works-i Ex.6- Personal Privacy Ecode Ex. 6 - Personal Privacy Thanks,
Sven

On Apr 27, 2016, at 4:47 PM, Freedhoff, Michal (Markey) <Michal Freedhol@markey senate sov> wrote:

Could you do 5 pm or 5:157

Michol Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Morkey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagelQl.png><imagel02. pngr<imagel3. pnge<imagel04.jpe>

From: Kaiser, Sven-Erik [mailio Kaiser Sven-Erk@epa.gov]
Sent: Wednesday, April 27, 2016 3:57 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on section 5

Michal,
Availability for a call on the likely/may issue? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/21/2016 2:03:34 PM

To: Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey TSCA TA on Section 6 (4/20)
Michal,

This TA responds to the request on section 6 (4-20). Below are initial highlight points. Shortly we will provide
RLSO TA on section 6. That will be the majority of our comments, except for TA on PBTs and articles that will
follow later today.

e« 6(b)(3)(E) -- we see new language from the House that seems to let prioritization deadlines slip in
deference to demands for more notice and comment.

e 6{b){4)(E) -- The denominator to be used in figuring out the min/max of industry requests still seems
wrong

o 6(b)(4)(F)(iii) -- To our reading, latest revisions could let in consideration of costs and nonrisk factors if
someone argues that they are special costs that are directly related to health and the environment,
e.g., Whitman v. American Trucking arguments about health impacts of economic issues.

s 6(d) -- Effective date language mostly (but not entirely) matches our April 11 TA colloquy on this
issue. One of the omissions calls into question whether any of the caps on compliance schedules are
really hard caps.

o 6(1)(2) -- Stray reference to 6(a) rules being "based on" risk evaluations which could be problematic if
not fixed.

e 6(j) -- Low hazard language has all the problems we previously flagged in TA.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/10/2016 8:21:18 PM

To: Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey TSCA TA additional follow up on section 6/26
Michal,

This TA responds to the followup request on 6/26.

We think there are 3 relevant requirements.

1. the requirement in 6b1 to establish by rule a risk-based screening process
2. the requirement in 6b4B to establish by rule the process for risk evaluations

3. The requirement in 6b41 to issue guidance as to how outside parties can submit their own draft risk
evaluations

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 1:58:35 PM EDT
To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>
Subject: RE: Sen. Markey TSCA TA follow up on section 6/26

Punderstand. | am attaching the Senate’s view of what section & looks like to resolve this concern for
you. it has not vet heen sent to the House despite its file name — 1 am hoping to resolve this section 26
issue before that occurs.

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Morkey
255 Dirksen Senate Office Building
Washington, DC 20810

202-224-2742
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 3/15/2016 10:45:33 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]; Deveny, Adrian {Merkley)
[Adrian_Deveny@merkley.senate.gov]; Black, Jonathan {Tom Udall) [Jonathan_Black@tomudall.senate.gov]

Subject: Sen. Markey TSCA TA request- section 12(a){2) and (3)

Michal,

This TA responds to your request on sections 12(a)(2) and 12(a)(3).

Previously you noted that the conforming changes to 12(b) were useful. What about the changes to
12(a)(2) or 12(a){3)? These have been argued to place limitations on existing epa practice/authority.

Response: 12(a)(2) is not placing limitations on existing EPA practice; it is actually expanding EPA’s jurisdiction over
“export only” chemical substances. Note that under current TSCA, EPA has very limited jurisdiction over chemical
substances that are manufactured solely for export. In order to apply the full panoply of TSCA tools to such substances
(e.g., essentially anything other than reporting rules under TSCA section 8), EPA must make a preliminary finding under
current 12(a)(2) that the substance “will present an unreasonable risk.”

The Senate bill clarifies that these unreasonable risk determinations are without consideration of cost or non-risk
factors, and it furthermore establishes a more relaxed standard (“likely to present an unreasonable risk”) for asserting
full TSCA jurisdiction over new chemical substances proposed for export only (12{a}{2){A)), or the export-only
manufacture of existing chemicals that were previously flagged as likely to present an unreasonable risk when they
previously came through the new chemicals review process (12(a){2)(C)). (Note, however, that the cross-reference to
section 5(d}{4) is a “broken link” and needs to be updated to reflect the new paragraph structure of the Senate offer.)

The changes to 12(a){(3) could be read as conditioning EPA authority. EPA would not interpret them as imposing a
substantive limitation on EPA authority, but they could be read differently. Under TSCA currently, if EPA make the
unreasonable risk finding under 12(a){2) for a chemical, regulation would attach to the chemical itself, and to any
mixtures or articles containing the chemical, without any further action or determination. Sec 12{a){3) adds an
additional step before the regulated status of such mixtures and articles is clear. We believe the better reading of the
provision would require EPA to make a determination as to such mixtures and articles — such that EPA’s only choice is to
fully regulate them or regulate them at specified concentrations. However, some might argue that it should be read as
giving EPA the discretionary authority to address mixtures and articles, such that if EPA declined to do so in conjunction
with a given 12(a)(2) determination, such mixtures and articles would not be regulated under TSCA.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: "Freedhoff, Michal (Markey)"

<Michal Freedhofti@markey senate.gov>

Date: March 15, 2016 at 3:01:50 PM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Enk(@epa.gov>
Cec: "Black, Jonathan (Tom Udall)"

ED_002117_00008221-00001



(Merkley)" <Adrian Deveny@merkley.senate gov>
Subject: TA request section 12

Sven

Previously you noted that the conforming changes to 12(b) were
useful.

What about the changes to 12(a)(2) or 12(a)(3)? These have been
argued to place limitations on existing epa practice/authority.

Thanks

Michal

Michal Ilana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/15/2016 1:06:19 PM

To: Michal_Freedhoff@markey.senate.gov
Subject: Fwd: Sen. Markey TSCA TA Request - section 4 followup
Michal,

This TA responds to the request on section 4.
Wouldn't all testing either be seeking hazard or exposure information? EPA's initial reaction is that this doesn't

seem to really narrow the scope of what other authorities can ask for, so it seems harmless.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

Date: April 14, 2016 at 9:40:11 PM EDT
To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik(depa.gov>
Subject: RE: Sen. Markey TSCA TA Request - Quick on section 4

What about the addition of "hazard and exposure”?

Michal Tlana Freedhoff, PhD.

Director of Oversight & Trnvestigations
Office of Senator Edward J. Morkey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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Connect with Senator Markey

<imagel02.png><imagell3. pngr<imagelid.jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.qov]
Sent: Thursday, April 14, 2016 5:00 PM

To: Freedhoff, Michal (Markey)

Subject: FW: Sen. Markey TSCA TA Request - Quick on section 4

Michal,
This TA responds to the request on section 4 adding “federal.”

This seems to do what it tries to — limit the requests for developing new information in
4(b)Y(N(A)(iv) to requests from federal authorities, whereas they could presumably come from
states implementing under a federal law under the language without the insertion of “federal.”

This TA only responds to changes since the last version at the time we were reviewing. All
previously offered TA is still germane to the extent the provision has not changed since the TA
was offered. The technical assistance does not necessarily represent the policy positions of the
agency and the administration on the bill, the draft language and the comments.

Please let me know if any questions. Thanks,

Sven

From: Freedhoff, Michal (Markey) [mailto:Richal Freedholl@markey. senate.gov]
Sent: Thursday, April 14, 2016 10:53 AM

To: Kaiser, Sven-Erik <Kaizer Sven-Erik@epa.gov>

Subject: Quick on section 4

This may be too late as | think it was signed off on {by others) but this is a proposed change to
section 4. Highlights and brackets note the added text.

this?

““(iv) at the request of the federal implementing authority under another Federal
law, to meet the regulatory (hazard and exposure) testing needs of that authority;

ED_002117_00008223-00002



Michal Hlana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 9:13:06 PM

To: 'Freedhoff, Michal (Markey)' [Michal_Freedhoff@markey.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]
Subject: Sen. Markey TSCA TA on House section 26 (4-22)

Attachments: Markey . TSCA TA.House Section 26 (4-22).docx

Michal,
This responds to the TA request on section 26 (4-22).

There are few changes from the 4/18 HLC version; the only significant one is the acceptance of the Senate
language on scientific standards in 26(h).

We compared the list of changes proposed by the Senate with the version received this afternoon, and have
annotated that list to indicate which ones were made and which were not. Most of the proposed changes were
not accepted. Among the most significant ones that were not made are the failure to include the language
suggested for page 3, lines 2-6, in the Senate list, which was intended to fix the problem in the language
saying what fees could be used for, and the failure to delete the phrase "as in effect before such date of
enactment” on page 13, line 18, from the end of the provision on moving forward with completed risk
assessments, which effectively subjects the yet-to-be completed rule makings on those risk assessments into
pre-revision section 6.

This TA only responds o changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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This language is provided by EPA as technical assistance in response to o congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

Section 26

Page 1 Line 8: Change to “information” and conform throughout {seems to have been
attempted; not sure if done in every instance]

Page 2 Line 23: strike “those” and insert “the” {not done]

Page 3 Line 2-6: strike “to pay or recover the costs incurred by the Environmental Protection
Agency 1n carrying out the provisions of this title for which the fees are collected under” and

Page 3 Line 13 strike “subsection” and insert “paragraph (1)” {not done]

Page 6 Line 3: Strike “under section 6(b)(3)(A)(i1) and insert “for chemical substances identified
pursuant to section 6(b)(4)(C)(11)” {changed this cross reference to refer to all nisk evaluations
under section 6{by—need 1o assess implications]

Page 6 Line 8: Strike “(i1)”. Jnot done]
Page 6, Line 14: Insert after “(1)” the following “except as provided in clause (i1),” {not done]
Page 6, Line 16-17; Page 6, Line 23-24; Page 8, Line 10: Reference needs to be to manufacturer

risk evaluation under section 6. We think this is 6(b)(4)(C)(ii) based on last draft. [changed cross
reference but don’t know if done correctly yet]

Page 6, line 20: Strike “section 6” and insert “section 6(b)” {not done]

Page 7, Line 4: Strike “section 6” and insert “section 6(b)” [done]

Page 7, lines 5-8: Strike all after (i11) and insert “apply fees collected pursuant to clauses (1) and
(1) only to defray the costs described in those clauses”. Makes this provision grammatically

Page 7, Line 14: Insert after “App.)” the following “or Subchapter II of Chapter 5 of title 5,
United States Code” Ensures that the rulemaking will not be considered a negotiated

rulemaking. {not done]

Page 9, Line 8 through Page 10 Line 5. Strike (h) on page 9 and accept (h) on page 10. [done]
Page 11, Line 24: Delete “and” {not done]

[ PAGE \* MERGEFORMAT ]
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This language is provided by EPA as technical assistance in response to o congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

Page 13, Line 7: Renumber (3) as “(4)” and insert new (3): {not done]

3) Testing of Chemical Substances and Mixtures.—The policies, procedures, and
cuidance established under paragraph (1) applicable to testing of chemical
substances and mixtures shall —

(A)  address how and when the exposure level or exposure potential of a
chemical substance would factor into decisions to require new testing
subject to the condition that the Administrator shall not interpret the lack
of exposure information as a lack of exposure or exposure potential; and

B) describe the manner in which the Administrator will determine that
additional information is necessary to carry out this Act, including
information relating to potentially exposed or susceptible populations.

Page 13, Line 18: Strike “as in effect before such date of enactment.” {not done]

Page 14, Line 4. Insert the following at the end: {not done]
(6) NOTICE OF EXISTING INFORMATION.—

(A) IN GENERAL.—The Administrator shall. where such information is
available, take notice of existing information regarding hazard and
exposure published by other Federal agencies and the National Academies
and incorporate the information in risk evaluations with the objective of
increasing the efficiency of the risk evaluations.

B) INCLUSION OF INFORMATION.—Existing information described in
subparagraph (A) should be included to the extent practicable and where
the Administrator determines the information is relevant and scientifically
reliable.

Page 14, Lines 17-18; Page 14, Line 20, Page 14, Line 23: Cross-references need to be checked
with section 6 draft. [locks like attempt was made but looks incomplete and don’t know if done

Page 14, Line 19: Strike “to initiate” and insert “to be conducting” {not done ]

Page 17, Line 17: Strike “the Frank R. Lautenberg Chemical Safety for the 21*' Century Act”
and insert “this Act” [not donel

Page 17, Line 23: Strike “this section or section 6” and insert “the Frank R. Lautenberg
Chemical Safety for the 21% Century Act.” {not done]

Page 18, Line 1: Strike “the Frank R. Lautenberg Chemical Safety for the 21 Century Act” and
insert “this Act” [not done]

Page 18, line 6-7: Strike “under subsection (1)” and insert “Frank R. Lautenberg Chemical
Safety for the 21" Century Act.” {not done]

[ PAGE \* MERGEFORMAT ]
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This language is provided by EPA as technical assistance in response to o congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

[ PAGE \* MERGEFORMAT ]
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/5/2016 3:03:24 AM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

CC: Karakitsos, Dimitri (EPW) [Dimitri_Karakitsos@epw.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]

Subject: Senate TSCA TA on section 5

Attachments: 5-04-04-16-TOEPAMONDAYNIGHT EPA TA.DOC

Michal,

The attached TA responds to the request on section 5. Note that the RLSO and comments in the side margins
might not show up on if reading on a phone. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]

Sent: Monday, April 04, 2016 8:08 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Cc: Karakitsos, Dimitri (EPW) <Dimitri_Karakitsos@epw.senate.gov>; Black, Jonathan {Tom Udall)
<Jonathan_Black@tomudall.senate.gov>; Deveny, Adrian (Merkley) <Adrian_Deveny@merkley.senate.gov>
Subject: section 5 - for fast turnaround

Sorry this took longer than expected. Please have your team review ASAP, tonight idea.
Michal
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SEC. 5. MANUFACTURING AND PROCESSING NOTICES.
Internalb x-rels where existing THSEA Ietteringnunbering chonsed have it been

confarmudperuliog ceview nf foxd

(a) In GeneraL.—(1) Except as provided in subsection (h), no
person may—

(A) manufacture a new chemical substance on or after the 30th
day after the date on which the Administrator first publishes the
list required by section 8(b), or

(B) manufacture or process any chemical substance for a use
which the Administrator has determined, in accordance with
paragraph (2), is a significant new use,

unless--

{1} such person submits to the Administrator, at least 90 days
before such manufacture or processing, a notice, in accordance
with subsection (d), of such person’s intention to manufacture or
process such substance and such person complies with any
applicable requirement of subsections (b), {&) or {1, and

(i) the Administrator conducts 3 review of the notice and

cither
(I} —makes 2 deterounation under paragraph (3YA) o
subsvotion and, if neoessary, takes applivable action required

under subsection {D or
{ID) makes a deterpunation under paragraph (3% B) and tssues

an mdcr to mohﬁm or -ﬁheﬂm Fesirict such manufaciuring o

(2) A determination by the Administrator that a use of a chemical
substance is a significant new use with respect to which notification is
required under paragraph (1) shall be made by a rule promulgated after
a consideration of all relevant factors, including—

(A) the projected volume of manufacturing and processing of
a chemical substance,

(B) the extent to which a use changes the type or form of
exposure of human beings or the environment to a chemical
substance,

(C) the extent to which a use increases the magnitude and
duration of exposure of human beings or the environment to a
chemical substance, and

(D) the reasonably anticipated manner and methods of
manufacturing, processing, distribution in commerce, and disposal
of a chemical substance.

{3} Before the end of the zmpinablc mrmd for FEVIEW undu

,,,,,, Commented [A1]: Question for EPA Your TA saidthat we

(A) dctemnne %—hs%hsp-n‘ ‘{h / e}c | chemical substance or

significant new use may prosent an unreasonable risk of wiwry 1o
health or the environment, without consideration of costs or wther
non-risk factors, including an unreasonable risk 1o a polentially
exposed or susceplible population identified as relevant by the
Administrator under the conditions of use,: and take applicable
action under subseciion (£ or

{(B) determing that additional information is necessary 1o make
the determination under subparagraph {A)., and fake applicable

action under subsechion (bY3)

dicn’t allow for manufacture even under a subsection (e)
situation. Why does this language not work to address that
peint?

| Commented [A2]: EPA TA: Our previous comment was

based on the fact that the previous draftreguired o
determination under:A prior to manufacture. Under this hew
drafting, manifacture i a (3)(B) situation can proceed,
pending the develapment of data. so long as EPA Issues a
&le) regulation to govern what manufacturing and processing
is allowed in the interim. If EPA makes a (3)(B) determination
anddoesntissue ableyorder you revertto a complete ban

Commented [A3]:

Commented [A4]: EPATA Thisis confusing Asthe
section Is drafted, there is no determination under (g). The
determination is under 3A. {g) just specifies the impact of &
3A determination.

Commented [AB]: EPA TA Notvery precise — would be
better ta say " Treguired by ({1}

Commented [A6]: EPA TA: Should drop “prohibit or
otherwise”. Manufacture and processing are prohibited by
aperation of section 5 following & (B) delermination unless
EPA Issues an (e) order, so there would be no reason for EPA
\| to lssue an order 1o prohibit

Commented [A7]: EPA TA: Under what provision? (e},

i right?

I Commented [A8]:

- Commented [A9]: EPA TA We continue to think it is

confusing and incorrect to suggest that EPA’s review of and
determination orrthe notice Is subject ta the preemption
provisions of the bill

\\ T Commented [A10]; Note to EPA - whether or if? Sore are
AY

thinkingthat “if mightbemore clear

]

N Commented [A11]: EPA TA "Whether” is preferable — it

more clearly indicates the obligationto makea finding ahe
way or arother.

{ Commented [A12]:
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{A) In General—The Administrator shall complete a review of a notice

reguired by thi }
subsections (a) and (6}

{B) Fatlure 1o Render Determination.—If the Adnunistrator fals to
make a deternination on a notice under paragraph 3 oy onder
subsectioniz) by the end of the applicabls review period, including an

_______ { Commented [A13]: EPATA In(a)(3) above it refers to the

extension pursuant to subsection (¢}, the Adnunistrator shall refund to
the subnuiter all applicable fees charged to the submitter for review of
the notice pursuant to section 26(b¥ 1.

() Limitations,—

(1) A retund of applicable fees under subparagraph ()
shall not be made if the Admimstrater certifies that
the submitter has not provided information required
under subsections {b) or (&) or has otherwise unduly
delaved the process such that the Adnunisimator is
unable to render a deternunation within the
applicable perind of review: and

A taiture of the Administrator o render a decision
shall not be desmed 1o constitute a withdrawal of the

(11}

hoticd,

(3 ARTICLE CONSIDERATION.—The Adpunisirator  may
require notification under this section for the import or processing of a
chemical substance as part of apn article or category of arlicles under
paragraph {18 1f the Administrator makes an affirmative finding n a
rule under paragraph (2 that the reasonabe poieniial for exposure in
the chemical substance through the article or category of articles

(b) SuBMmIsSION OF FaatBara
(1)(A) If (i) a person is required by subsection (a)(1) to submit a
notice to the Administrator before beginning the manufacture or
processing of a chemical substance, and (ii) such person is required to

or _consent agreement prezouleated—under section 4 before the
submission of such notice, such person shall submit to the
Admimstrator such data-mformation in accordance with such rule,
order

or_vonsent agreement at the time notice is submitted in
accordance with subsection (a)(1).
B If—
(1) a person is required by subsection (a)(1) to submit a notice
to the Administrator, and
(i1) such person has been granted an exemption under section

section 4 before the submission of such notice,
such person may not, before the expiration of the 90-day period which
begins on | the date of the submission in accordance with such rule of

the test-datainformation the submission or development of which was
the basis for the exemption, manufacture such substance it such person
is subject to subsection (a)(1)(A) or manufacture or process such
substance for a significant new use if the person is subject to subsection
{(a)(1)(B).

(2)(A) If a person—

e
.

~.

review period under (1), Should be consistent

)

Commented [A14]: EPATA Again thereisno
determination under (g)

}

Commented [A15]: Pls review all the new text, and can you
confirmthat by staling that the noticeisn't withdrawn, that also
doesn't relieve EPA of its responsibilities to review etc?

1 Commented [A16]: EPA TA While (i) provides an
argument that EPA is not relieved of its responsibilities - and
that the submitter is not entitled to proceed as if EPA made a
favorable determination — it would be clearer if that were
specified. Especially since (A) begins with a requirement to
complete review within the period, whereas the last draft just
provided for refund of fees A logical place to place this
clarification would be at the end of (B):

[ Commented [A17]:

Commented [A18]: Note o Houge the way this was
originally drafted in your Section & conforming changes, it
allows manufacture 90 days after the date the information was
required to-be submitted whether the informationwas
submitted or not. Changed back to existing TSCA which keys

\ | off the date the information was actually submitted to EPA.

\
‘[Commented [A19]: EPA TA Or order right?
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(1) is required by subsection (a)(1) to submit a notice to the
Administrator before beginning the manufacture or processing of a
chemical substance listed under paragraph (34), and

(i1) is not required by a rule, order, or consent agreement
propudgated-under section 4 before the submission of such notice
to submit test-datainformation for such substance,

such person shall submit to the Administrator data—information
prescribed by subparagraph (B) at the time notice is submitted in
accordance with subsection (a)(1).

(B) InformationBata submitted pursuant to subparagraph (A) shall
be informationdata which the person submitting the date-information
believes show that—

(1) in the case of a substance with respect to which notice is
required under subsection (a)(1)(A), the manufacture, processing,
distribution in commerce, use, and disposal of the chemical
substance or any combination of such activities will not present an
unreasonable risk of injury to health or the environment, or

(i1) in the case of a chemical substance with respect to which
notice is required under subsection (a)(1)}B), the intended
significant new use of the chemical substance will not present an
unreasonable risk of injury to health or the environment.

) (31 11 the Admunstrator determinegs ender subsection (a)(33B) that
additional information is necessary to make the determination under

subsection {a¥ 3 AL the Admunstrator—
{A) shall provide an opportuuty for the subnutier of the notice

1o submit the additional information:
{B) may. by agreement with the submitier, exiend the review
period for a reasonable time to allow the development and

{CY may promulgate a rufe. enter into a consent agreement, or
issue an order under section 4 1o require the development of the
information,

{D) on receipt of the additional information the Admunistrator
{inds supports the deternunation under subsection (){3¥A). shall
promptly make the determunation; and

{E) mav take the actions specified in subsection (e},

(43) Bata-Information submitted under paragraph (1), es-(2) or (3}
shall be made available, subject to section 14, for examination by
interested persons.

(34)YA)1) The Administrator may, by rule, compile and keep
current a list of chemical substances with respect to which the
Administrator finds that the manufacture., processing, distribution in
commerce, use, or disposal, or any combination of such activities,
presents or may present an unreasonable risk of injury to health or the
environment, without consideration of costs or other non-risk faétors

(iiy In making a finding under clause (i) that the manufacture,

processing, distribution in commerce, use, or disposal of a chemical
substance or any combination of such activities presents or may present
an unreasonable risk of injury to health or the environment, the
Administrator shall consider all relevant factors, including—

(D) the effects of the chemical substance on health and the
magnitude of human exposure to such substance; and
(I) the effects of the chemical substance on the environment
and the magnitude of environmental exposure to such substance.
(B) The Administrator shall, in prescribing a rule under
subparagraph (A) which lists any chemical substance, identify those

Commented [A20]: EPA TA Perecarlier TA we believe it
would make sense to specify that the submitter should make
the showing without regard to cost or other non-risk factors,
but it's probably not critical.

Commented [A21]: Note to EPA: Ultimately we want EPAto
make the (a)(3}A) determination. Thereare 2 ways
manufacture can commence: Make the determination (and get
whatever test etc info you need to do that) or issue an order
under {e). Why doesritthis work as intended?

Commented [A22]: EPATA Ouwr comments onthe
previots version were based largely onthe lack of any
possibility of mfr without an a3A determination. Note, though,
that this draft still does not require EPA evertomake a
determination underadA

,,,_/—/‘[ Commented [A23]:

1 Commented [A24]: Note to House: per EPA there could

be other factors that go into an unreasonable risk finding and
they suggest deleting the limitation on-what they can consider;
which s why we edited your Section 5 change here.
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uses, if any, which the Administrator determines, by rule under
subsection (a)(2), would constitute a significant new use of such
substance.

(C) Any rule under subparagraph (A), and any substantive
amendment or repeal of such a rule, shall be promulgated pursuant to
the procedures specified in section 553 of title 5, United States Code:
e :.,pt that (u ﬁa %rrrAdﬁ}m}sﬁa€0i~~~h&il~~ow iﬂ{%ﬁ')&%@drrrrfﬁG{rSGﬂ%rrri}i}

£AD

may for good cause exlend for additional periods (not to exceed in the

aggregate 90 days) the period, fprescﬁbed by subsection (a) or (b)[

bcfore which the manufacturmg or processmg ofa chcmlcal substance

such an cxtensmn and thc reasons therefor shall be pubhshed in the
Federal Register and shall constitute a final agency action subject to
judicial review.

(d) CoNTENT OF NOTICE; PUBLICATIONS IN THE FEDERAL REGISTER.—
(1) The notice required by subsection (a) shall include—
(A) insofar as known to the person submitting the notice or
insofar as reasonably ascertainable, the information described in
subparagraphs (A), (B), (C), (D), (F), and (G) of section 8(a)2),
and
(B) in such form and manner as the Administrator may
thc person glvmg such notice whlch are rclated to the effect of any
manufacture, processing, distribution in commerce, use, or
disposal of such substance or any article containing such
substance, or of any combination of such activities, on health or
the environment, and
(C) a description of any other informationdete concerning the
environmental and health effects of such substance, insofar as
known to the person making the notice or insofar as reasonably
ascertainable.
Such a notice shall be made available, subject to section 14, for
examination by interested persons.

(2) Subject to section 14, not later than five days (excluding
Saturdavs Sundays and legal holidays) after the date of the receipt of a

the Admmlsnator shall publish in the Federal chlster a notlcc
which—
(A) identifies the chemical substance for which notice or
informationdata has been received;
(B) lists the conditions of use_of such substance ideniified in
the notice and anv additional uses of such substance that are reasonably
foreseeable by the [Admimatraio] s orintended uses-of such-substance;

and

_data-—-under
subsection (b), describes the nature of the tests pertormed on such
substance and any information dats-which was developed pursuant

. Commented [A25]: EPATA The reviewperiod here is

described as being established under a and b, Earlier it’s
described as established by a and ¢, and before that as
established by (8)(1): Should be cansistent

\f Commented [A26]:

,,,,, Commented [A27]: Note o House- we think the .5 day
timeframe s probably a tough timeframe for EPA o have to
satisfy the full ‘conditions of use’ definition which is why we
have made this change.
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to subsection (b) or a rule, order, or consent agreement under

section 4.
A notice under this paragraph respecting a chemical substance shall
identify the chemical substance by generic class unless the
Administrator determines that more specific identification is required in
the public interest.

(3) At the beginning of each month the Administrator shall publish
a list in the Federal Register of (A) each chemical substance for which
notice has been received under subsection (a) and for which the
notification-period prescribed by subsection (a) {b). or (¢) has not
expired, and (B) each chemical substance for which such setifiestion
period has expired since the last publication in the Federal Register of
such list.

(6) REGULATION WHEN AVAILABLE INFORMATION 1S {MSUFFICIENT,—
(1)e-43 If the Administrator determines that—

&3 the information available to the Administrator is insufficient to
permit the Administrator to make a deternnation in accordance with
subsection (a3 ) L\) pormiit-a-reasencd-evaluabon-of-the-health-and

for i a chemlcal substance or gigmﬂcam newW

{413 I;
Adsinistra

?Qifﬁ}l& the

}i%%s&i}g:

B i B 5 M > 5
sresent-an-unreasonable-nsk-of
sh-substance-ts-or-walh-be

- g 7
combinalion-of-such-aetivilies—may
mj wry-te- heaith 21 the €ﬂ‘v’1£o¥1ﬁ}€ﬁ€ =

quantibies-—-or-there-i5-—ot-may-—be-stambioant--ar-substantial--haman
wposare-to-the-substence, the Administrator may issue an-prepesedan

order o mkc eﬁcct on the 6\p1rdt10n of the dpph() k notlf cation and
1Y 55O - Y

substasse-under subsectlon (a) (b) or (c) to prolnblt or h%a vthewus@[
restrict the manufacture, processmg, distribution in commerce, use, or
dlSpOSd] of wbb th > substdnce or mauufactum or 'prcwsam"

____._——{ Commented [A28]: EFA TA Consistency

1 Commented [A29]: EPATA Again, EPA can completely

ban interim manufacture simply by not issuing a 5(e) order.
This language here is a vestige of the pravision of current
TSCA that you are significantly re-purposing

(2B In selecting among prolubttions and other restrictions to mdudo
in an order I be issued by the Administralor under subparassaph
the Administrator shall consider costs and other non-risk faciors,

{3C) I the Administrator issues an order under subparagraph (14,
oMo person may conunence manufacture of the chemical substance, or
manufaciure or progessing of the chemical substance for a sigmficant
new use pursuant to this paragraph exvept in compliance with the

rcsmchons speeified in &g\m{ich an brdez%d—&n@l@z—&&bﬁa{%

y Commented [A30]: EPATA ‘Sufficientta address’ is very

vague. How about: "sufficient to enable the Administrator to
conclude. without cansideration of costs or other norsrisk
factors that the chemical substance or significantnew use s
not likely to present an Unreasonable risk of injury to health or
the environment’? As we indicated in prior TA, we think this
stanardis entirely workable and understandable for judging
the safely of a chemical with defined requlatory boundaries on
yse.even inscenaring where we don't know enough to make
an affirmative statement about whichiside of the "may present
an unreasonable risk’ line the chemical would st onif Lse s
unregulated.

Commented [A31]: EPA = thoughts? We find it hiard fo
think about @ LR standard in'this case which is inherently that
EPA doesn't know enough to make such a finding.

(4 Not later than 90 days after issuing an order under subparagraph
{140 the Admimstrator shall consider whether o promulzate a rule

ursuant 1o subsection (a)(2) that identifies as a significant new use any

manufacionne, provessing, wse. disiribubion in commerce, or disposal

Commented [A32]: EFATA Nothing inithe bill text requires
EPA to made an adA determination.

1
| Commented [A33]: EPA TA. Suggest revising to say “to

meet the standard identified in{1), to be clearer that the cost
considerations go to the means, not the end.

\\\\f Commented [A34]: ERPATA Sholild be“the order’

\{Commented [A3E]:

ED_002117_00008228-00005

e S



of the chemical substance that does not conform fo the restrictions
imposed by the order, and, as appheable, initiate such g rulemaking or
publish a statement describing the reasons of the Admuustrator for not
initiating such a rulemaking,

(%) A proposed order may not be 1ssued under subparagraph

(1) respecting a chemical substance (1) later than 43 days before the
expiration of the notification period applicable to the manufacture or
processing of such substance under subsection (a), (b), or (¢), and {i1)
unless the Administrator has. on or before the issuance of the proposed
order, notified, in writing. each manutacturer or processor, as the case
may be of such substance of the determination which underlies such

mder

A2 ATETRAIP kw—n\n ans—soeciunewwith-rarbotantuthe wrovicions-ofthe
iR spestiyngwih-porboantythe-provasions—oi-t

wrder- -éaomod -ohisctionable—and -siating-the-grounds—therstfor—the

ped
ropased ;z“‘ £ shall-net-fale ‘ﬁ =

obumo&i 5ubaﬁ‘aﬁwrrr%}t%}rrr;fespm3‘ - whad uet}cc
subsestie

(;Ir}rrkb ¢
paragraph-

+ take affent heoause ohbs

B IR 2 FHH

Ganse-but-sush-order-d

Were- MGLE uﬂd - f}&i-ﬂgiaph £ } )t‘( o \w{h £ sgaw% it

> £

of. be»lﬂm-b&a or-the- Um&é— ‘S{at& dis@i mt seurt-for-the judtetsd- JMH}O{ 487

wihich the roanufacturer ot

sessor—go the gase v be of such
SO 5

t £ hm;t a8

----------- {(iy--the-Adnunistratorissuss-a-proposed-order-underparagraph
- f%pe)«.tma 8- L&w{m«. ab-substance-but-such-order-does-net- mhe}

(By—Ao-distriet-sourt-of-the--nited - States—which-reseries—an

f}f(‘{f@’s‘vm"""{‘liS’dfil’)‘d{i(}ﬂmi?&m%ﬁ}?ﬂ@?% iue;—or-disposal—of such
substans -any-combination-of such-activities; may-present-an

_______ —1 Commented [A36]: EPA TA Why include this? Thigiis
designed in TSCA as a protection for the submitter against
late hits from EPA-butin this bill the submitter NEEDS this
order tamove ahead: Whose interestis this in?
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consideration—ofcasic—or—other e
j

. n,,t tentially pos 1 Gr 8050 ;«egm

s
i
o
&

substance-
2onding-the-

shall;-upon-petition,dissolve the- lﬁj!m«,f’t(‘ﬂ wnless-the- Admm;aﬁ‘ramr
has-inttiated-a-procesding for the issuance of a-rule under ses

(f) PrOTECTION AGAINST lUNREASONABLE Risks—(1) If the

Administrator fnds—determines that there—s—a-reasonable-basisto
conslude-that-the manufacture, processing, distribution in commerce,
use, or disposal of a chemical substance or a significant new use with
respect to which notice is required by subsection (a) or that any
combination of such activities, may

unreasonable risk of injury to health or env nonment in ac cordance with
subseauon (a;(3)(L betore-—a-yule-—pr

ted-upnderseciion-S-oa
tect F-SOEHOR 533

@Lthe Admlmstrator shall_issue an order, 1o take effect on or
before the expiration of the applicable notification and review period
applicabla—under subsection (a), (b), or (¢) to-the—memdacturng or
prosessing-ofsuch-substance ~or-to-the-sumuficant-new-use-fo prohibit
or otherwise restrict the manufacture, processing, distribution in
commerce, use, or disposal of the chemical substance, or of the
chemical substance for a swmiman HeW_use,
against such s

sufficient o profect

substane r sronitican
sHpstance-orsemh

the-action-authonzed by paragraph {2y or- (31 1o the exfont necessary S{)
protectagaminstsuch risk

\

(B no person mav commence manufacture of the chemical
substance, of manufacture or processing of the chemical substance for a

1

Commented [A37]: EPA TA Potentialunreasonable risks?
{fyis not premised on apositive LR finding.

|

-

Commented [A38]:

Commented [A39]: Argument -
referenced above. OK?

unreasonable risk already

Commented [A40]: EPA TA Would be betfer to say:
“sufficient to-enable the Administratorto conclude without
consideration of:costs or aother nonsrisk factors, thatthe
chemical substance or significant new use is rot likely to
present an unreasonable risk of injury to health or the
envitonment’. Bvenwith fsuch risk’“profect against’is
vague. Although (e) and (f) have different or-ramps,
conceptually it's tard to see why the objective of regulating
would be different
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ignificant new use pursuant to this subsection exoept in compliance
with the restrictions specified mn the order; and

{CY not later than 90
subparagraph  {A), the

davs  after issuing an order  under
Administrator  shall consider  whether 1o
promulgate a rule pursuant o subsection {a¥2) that identifies as a

tonificant new use any manufaciuring. processing, use, distribution in
comimerce, o disposal of the chemical substance that does not conform
1o the resirictions imposed by the order, and, as applicable, initiaie such
a sui;making or puh is‘b a_siatement de%rihing the reasons of the

(2) In_selecting among prohibitions and other resirictions kel
umelude in adn order to be issued by
raragiaph (1) ob-this-subseet

-5 BRS:

Fthe Administrator 1
1oL umﬁ%--&ab&e@t‘ez»z&--(@-}(—-l)({"Q}- ;
Administrator shall consider costs and other pon-is Storg
an_order may includeissus-a-pr

sased-rule-und r(>h 13 Sigida
RS- Propottaib

N such specificity about the contents oforders and (2) has
) none? This comment applies to paragraphs 3 and 4 as well
as 2. Again, although e and f have different on ramps, it's not
= . \‘ . "\ obvicus why the discretion as toremedies wauld differ
OHONGT e s “"i‘ T ‘.,V \\ AY i
to-a-cheneal-substance-with-respeet-to-wiich-a-finding-was-made \ \‘ {Commented [—,A42] EPATA: ‘to meet the standard
) ) identified in (1) would be better

Commented [A41]: EPA TA |s there some reason (f) has ]

(A) a requirement limiting the amount of such substance fCommented [A43]:
which may be manufactured, processed, or distributed in Commented [Ad44]: Note back to EPA. doesn't say you
commerce, can't consider risk factors: Just says you HAVE o consider
{B) a requirement described in paragraph (2), (3). (4), (5, (6). costs and non risk factors.
or (7) of section 6{a), or |

e Commented [A45]: Respanse to your TAresponge {o first
(C) any combination of the requirements referred to in | draft - para (2) of Genate offer 6(a) reads as follows. Not
, i sufficient? (2) Arequirement—
subparagraph (B). i (A) prohibiting the manufacture,
Such-a-proposed ! ! :
}:€ crab-Rogister |

wie-shall-be-effoctive-upon-its-public

stion AN B)-shall-apphywith res

i or distribution in
commerce of such substance or mixture for (i) a particular use, (iiya
particular use in a concentration in excess of alevel specified by the

Administrator in the rule mposwmig the requirement or i) all uses
or

{33 PERSISTENT AND BICACCUMULATIVE SUBSTANCES —Fora
chenucal substance the Adnunisirator determines, with respect 1o persistence
and bisaccumulation, scores high for 1 and either bigh or moderate for the other, |
pursuant (o the TSCA Work Plan Chemicals Methods Document published by |
the Admuisirator 1o February 2012 (o5 a stecessor sooring system), the
Admimsirator shall, m selecting among prohibitions and other restrictions that
the Admunistrator determines are sufficient so that the manufaciure, processing

(Byhmiting the amount of such substance ormixture whichmay he
manufactired pracessed, or digtributed in commerce for (i a
particular use, (i} a particular uee in 4 concentration in excess of a
b b level specified by the Administrator inthe mule imposing the
\\ requirement or (iiyall uses:

!

|

3 SSing, Commented [A461: EPA TA That should be sufficlent Our
disirthution in commerce. use, or disposal of such substance, or any combinalion gomment on the previous version was based on current
------------- section 6 factors. Still, it seems more straightforward to
of suoh activities, is not ikely o present an unreasonable risk of mmxv to heaith ;
or environment, i accordance with subsection (a¥3¥A0

simply allow ERPAtoimpose any requirements allowed by

sudfie section 6 rather than to create a separate A and B with A
such-rsk-identified in-acvordance with-subsestionfaii 3440, reduce poiemsai \ sontaining a portion of 8(a)(1) and B containing 6(2)(2)-(7).
exposure to the substance to the maximum extent practicable, Y Mate also, per satlier TA, that we still befieve the secfion 8(a)

\
4)

a
. menu may be constraining, here and in the section & context,
A because itdoes notauthorize EPA In general tarestrict or
WORKPLACE EXPOSURES.—To the extent practicabls, the \‘\ condition manufacture. processing of distribution. short of
Administrator shall consult with the Assistant Secretary of Labor for Y | complete or partial bans.
Ocoppational Safety and Healih prior to adopiing anv prohibtiion or

\f Commented [A47]:
other restriction under this subsection 1o address workplace exposures
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o sommerse—of_such

frthe dmﬁ 16 t = om 91 the Lintted States to-which-an-application
dsthatthere—is—a

as—been—made—under—subparagraph (A Jimds thes

r"z,smm‘,,"’ E"~a G510 f"f‘n‘,"zd" ‘fha‘f the—mantactreprocessing,

-of-the-chemical-substance

Ve n’i\u“‘ the-Adpistratorshall seak
- 3

‘\ 5 USROS -5Ra08

g thc. -emqfeﬂmem Vvﬁh{)ﬂ% - nsad ration-of-sonts-nr-other-nen

Admimstrator finds,, i ascordance with subsestion {(a)3) L\) ﬁaai a
determination that the relevant chemical substa
use mayv present an unreasonable nisk of imury to healith or the
environment 15 not iusiified, then nobwithsianding any  remaining
portion of the period for review under subsection {a), (bl or (&)
applicable to the manufactunng or processing of such substance or of
such substance {or a aignificant new ose, the submmiter of the notice
maV COnUNEnse mamifacture for cnmmercial purpc%m af the chemical

- SOeHOR -0 F

mamai&owim -OF-PrOS >«iﬁg~@f~>«ug:h~subswﬂ%;rthe Admmlstrator shall
publish a statement of the Administrator’s determnationtinding reasons
fornotinitiating-such-action. Such a statement shall be submitted for
pubkished publication in the Federal Reglsteri as 5001 as is pract

before the expiration of such period. Publication of such statement in

Commented [A48]: EPA TA This title iswrong and is a

vestige of current 5(g), which serves a different purpose. This

whale discussionis an infegral part ofthe core 5(a)
decisionmaldng — it Is describing the (a){3){A) determination
that something doesnt qualify asa 'maypresent’: s not
describing a situation where EPAS "not teking action” EPA
is taking action because it is making an (a)(G){A)
determination.

{ commented [A49]:

A

Commented [AB0]: For ERA does this work? we want it to
head to FR asap but agree we don't want to shorten the
review period.

“{ Commented [A51]: EPA TA This works

2

ED_002117_00008228-00009



accordance with the preceding sentence is not a prerequisite to the
manufacturing or processing of the substance with respect to which the
statement 1s to be published.

(h) ExempTioNs.—(1) The Administrator may, upon application,
exempt any person from any requirement of subsection (a) or (b) to
permit such person to manufacture or process a chemical substance for
test marketing purposes—

(A) upon a showing by such person satisfactory to the
Administrator that the manufacture, processing, distribution in
commerce, use, and disposal of such substance, and that any
combination of such activities, for such purposes will not present
any unreasonable risk of injury to health or the environment,
without consideration of costs or other non-risk factors, including
an_unreasonable sk to a potentially exposed or susceptible
population identified by the Adnunisirator for the specific uses
identified in the application. and

(B) under such restrictions as the Administrator considers
appropriate.

(2)A) TheJ Administrator may, upon application, exempt any

data-for a chemical substance. If, upon receipt of an application under
the preceding sentence, the Administrator determines that—

(i) the chemical substance with respect to which such
application was submitted is equivalent to a chemical substance for
which informationdata has been submitted to the Administrator as
required by subsection (b)(2), and

submitted to the Administrator in accordance with such subsection,
the Administrator shall exempt the applicant from the requirement to
submit such mformation-data-on such substance. No exemption which
is granted under this subparagraph with respect to the submission of
nfornationdsta for a chemical substance may take effect before the
beginning of the reimbursement period applicable to such
informationdats.

(B) If the Administrator exempts any person, under subparagraph

for a chemical substance because of the existence of previously
submitted dataintormation and if such exemption is granted during the
person and the persons referred to in clauses (1) and (ii) agree on the
amount and method of reimbursement) the Administrator shall order
the person granted the exemption to provide fair and equitable
reimbursement (in an amount determined under rules of the
Administrator)—

(1) to the person who previously submitted the informationdate
on which the exemption was based, for a portion of the costs
incurred by such person in complying with the requirement under
subsection (b) (2) to submit such information-data, and

(i1) to any other person who has been required under this
subparagraph to contribute with respect to such costs, for a portion
of the amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (i1) for costs
incurred with respect to a chemical substance, the Administrator shall,

Commented [AB2]: Leg counsel to corform internal X-refs
here ifneeded
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after consultation with the Attorney General and the Federal Trade
Commission, consider all relevant factors, including the effect on the
competitive position of the person required to provide reimbursement
in relation to the persons to be reimbursed and the share of the market
for such substance of the person required to provide reimbursement in
relation to the share of such market of the persons to be reimbursed.
For purposes of judicial review, an order under this subparagraph shall
be considered final agency action.

(C) For purposes of this paragraph, the reimbursement period for

(1) beginning on the date of the termination of the prohibition,
imposed under this section, on the manufacture or processing of
such substance by the person who submitted such informationdaia
to the Administrator, and

(i) ending—

(D) five years after the date referred to in clause (i), or
(1I) at the expiration of a period which begins on the date
referred to in clause (i) and is equal to the period which the

Administrator determines was necessary to develop such
informationdata:

whichever is later.

(3) The requirements of subsections (a) and (b) do not apply with
respect to the manufacturing or processing of any chemical substance
which is manufactured or processed, or proposed to be manufactured or
processed, only in small quantities (as defined by the Administrator by
rule) solely for purposes of—

(A) scientific experimentation or analysis, or
(B) chemical research on, or analysis of such substance or
another substance, including such research or analysis for the
development of a product,
if all persons engaged in such experimentation, research, or analysis for
a manufacturer or processor are notified (in such form and manner as
the Administrator may prescribe) of any risk to health which the
manufacturer, processor, or the Admimstrator has reason to believe
may be associated with such chemical substance.

(4) The Administrator may, upon application and by rule, exempt
the manufacturer of any new chemical substance from all or part of the
requirements of this section if the Administrator determines that the
manufacture, processing, distribution in commerce, use, or disposal of
such chemical substance, or that any combination of such activities,
will not present an unreasonable risk of injury to health or the
environment, without consideration of costs or other non-nigk faciors, -

-3
t including an
unreasonable risk fo a poteniially exposed or susceptible population
identified by the Adnunistrator snder the conditions of use,

(34) The Administrator may, upon application, make the
requirements of subsections (a) and (b) inapplicable with respect to the
manufacturing or processing of any chemical substance (A) which
exists temporarily as a result of a chemical reaction in the
manufacturing or processing of a mixture or another chemical
substance, and (B) to which there is no, and will not be, human or
environmental exposure.

shéi-l---b%---pmma;ig;
Lon-Gle

amendment—io—or-repasl-of-such-a

accordavce-wnth vargorarhe £33 ard (33 oF oo
AZaeieis HA-PAF SIS AR50
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(635) Immediately upon receipt of an application under paragraph
(1) or (34) the Administrator shall publish in the Federal Register
notice of the receipt of such application. The Administrator shall give
interested persons an opportunity to comment upon any such
application and shall, within 45 days of its receipt, either approve or
deny the application. The Adnmunistrator shall publish in the Federal
Register notice of the approval or denial of such an application.

(1) DEFINITIONS.—

(13 For purposes of this section, the terms *‘manufacture’” and
“process’” mean manufacturing or processing for commercial
purposes.

(23 For purposes of this Act. the term ‘requirement’ as used in this
seciion does not displace conunon faw,

[15U.S.C. 2604 |
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/31/2016 8:28:17 PM

To: '‘Cohen, Jacqueline' {jackie.cohen@mail.house.gov]

Subject: HEC min TSCA TA request on nomenclature savings clause

Jacqueline — got it. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Cohen, Jacqueline [mailto:jackie.cohen@mail.house.gov]
Sent: Thursday, March 31, 2016 4:12 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA request

Sven,

I am working on a savings clause that could be added to the nomenclature language in section 8 of the Senate bill to
make clear that it only applies to chemical substances on the inventory as of the date of enactment. In other words, a
chemical that would be considered new and subject to Section 5 if not for the language will continue to be considered
new and subject to section 5. Do | need to distinguish between the various paragraphs in the nomenclature language, or
can | treat them all alike for purposes of the savings clause?

Jacqueline G. Cohen

Senior Counsel

Committee on Energy and Commerce, Democratic Staff
U.S. House of Representatives
jacqueline.cohen@mail.house.gov

202-225-4407
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/27/2016 8:48:42 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]
Subject: Re: Sen. Markey TSCA TA on section 5
Checking

On Apr 27, 2016, at 4:47 PM, Freedhoff, Michal (Markey) <kiichal Fresdhofffmarkey.senate.gov> wrote:

Could you do 5 pm or 5:157

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageQ0l.pngr<imagel02.png><imagel03. pngx<image 04 jpe>

From: Kaiser, Sven-Erik [mailio: Kabser Sven-ErikBena, aov]
Sent: Wednesday, April 27, 2016 3:57 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on section 5

Michal,
Availability for a call on the likely/may issue? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/8/2016 2:14:14 AM

To: Michal_Freedhoff@markey.senate.gov; dimitri_karakitsos@epw.senate.gov; Adrian_Deveny@merkley.senate.gov;
Jonathan_Black@tomudall.senate.gov

Subject: SEPW TSCA TA Request on Section 4

Attachments: 4-04-07-16TOEPA BG.doc; ATTO0001.htm

SEPW team,
Attached is the requested TA on section 4.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]

Sent: Thursday, April 07, 2016 1:05 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Cc: Deveny, Adrian (Merkley) <Adrian_Deveny@merkley.senate.gov>; Black, Jonathan {Tom Udall)
<Jonathan_Black@tomudall.senate.gov>; Karakitsos, Dimitri (EPW) <Dimitri_Karakitsos@epw.senate.gov>
Subject: Sectin 4 - fast turnaround please

There isn't much new here and | tried to clearly mark what was, so you should be able to get through it quickly.

Thanks
Michal
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SEC. 4. TESTING OF CHEMICAL SUBSTANCES AND MIXTURES, .

(a) Testing REQUIREMENTS.—If the Administrator finds that—
(1Y)A)X1) the manufacture, distribution in commerce, pro-

cessing, use, or disposal of a chemical substance or mixture, or that

any combination of such activities, may present an unreasonable

risk of injury to health or the envuonment
(ii) there are insufficient s

nd experience upon
which the effects of such manufacture, distribution in commerce,
processing, use, or disposal of such substance or mixture or of any
combination of such activities on health or the environment can
reasonably be determined or predicted, and

(iii) testing of such substance or mixture with respect to such
effects is necessary to develop such s

(B)(1) a chemical substance or mixture is or W]H be produced
in substantial quantities, and (I) it enters or may reasonably be
anticipated to enter the environment in substantial quantities or (1I)
there is or may be significant or substantial human exposure to
such substance or mixture,

(i1) there are insufficient das 1 and experience upon
which the effects of the manufacture, distribution in commerce,
processing, use, or disposal of such substance or mixture or of any
combination of such activities on health or the environment can
reasonably be determined or predicted, and

(ii1) testing of such substance or mixture with respect 1o such
effects is necessary to develop such « {

(2) in the case of a mixture, the effects which the mixture’s
manufacture, distribution in commerce, processing, use, or
disposal or any combination of such activities may have on health
or the environment may not be reasonably and more efficiently
determined or predicted by testing the chemical substances which

comprise the mixture;,

the Administrator shall by rule, ; sEreTTRant-Tequire
that testing be conducted on such substance or mixture to develop &
with respect to the health and environmental effects for
which there is an insufficiency of st and experience and
which are relevant to a determination that the manufacture, distribution
in commerce, processing, use, or disposal of such substance or mixture,
or that any combination of such activities, does or does not present an
unreasonable risk of injury to health or the environment.

Commented [GB1]: In general we have commented only
on changes and not repeated comments from the previous
iteration. That said, we have repeated one of two comments
an unchanged text that is closelyrelated to changed text

Commented [MF2]: Deleted per ERATA

Commented [GB3]:

This formulation:which conforms fo the senate biltand offer.
does notconform tothe formulationsin (B and (2) Creguire
testing be conducted. . . "), This may generate questions in
the legislative process, and if enacted could give rise to
arguments that the scope of (3) s different from that of {1} and
(2). That said, EPA is ok with the divergent terminology.
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,//fCommented [GB4]: Same point as above. }

________ -1 Commented [GB5]: Per our earlier comments, this
introduces a new substantive requiremert for testing that does
not appear in paragraph (3).

(b)(1) TESTING REQUIREMENT RULE, DRIZER, TR CON

rule, order, or consent agreement under subsection (a) shall include—
(A) identiﬁcation of the chemical substance or mixture for

i

Commented [MF6]: The order authority Hias to be retained
i in most of the places where It was taken out Unless you don't
i want the order authority includedtin the Senate-added

\ { provisions to be subject to these requirements

PR

agreement  Commented [GB7]: EPA is ok with this ]
B) ot e ¢ for the

development of for such substanw or mixture,

and

(C) with respect to chemical substances which are not new
chemical substances and to mixtures, a specification of the period
(which period may not be of unreasonable duration) within which
the persons rcqulred to conduct the testing shall submit to the
developed in accordance with the
referred to in subparagraph

®).
In determining the = . and period to
be included, pursuant to subparagraphs (B) and (C), in a rule, ¢

fite
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. under subsection (a), the Administrator’s
considerations shall include the relative costs of the various test
protocols and methodologies which may be required under the rule,
arder, or consent agreement and the reasonably foreseeable availability
of the facilities and personnel needed to perform the testing required
under the rule., order, or consent agreement. Any such rule; _order, or
may require the submission to the Administrator of
_during the period prescribed under

preliminary &
subparagraph (C).

(2)(A) The health and environmental effects for Whlch
¢ for the development of
¢ —~may be prescribed include carcinogenesis, mutagenesis,
teratogenesis, behavioral disorders, cumulative or synergistic effects,
and any other effect which may present an unreasonable risk of njury
to health or the environment.

Commented [MF8]: To ensure that testing can assess

The characteristics of chemical substances and mixtures for which such
may be prescribed include
pexsmtence acute tox101ty subacute toxicity, chronic toxicity, and any
other characteristic which may present such a risk The methodologles
that may be prescribed in such gy

o

include epidemiologic studies, serial o ‘
in vitro tests, and whole animal tests, except that before prescribing
epidemiologic studies of employees, the Administrator shall consult
with the Director of the Natlonal Institute for Occupanonal Safety and
Health. :

(B) From time to time, but not less than once each 12 months the
Administrator shall review the adequacy of the
for development of daia
prescribed in rules, mdezx and consent agreemernds under subsection (a)
and shall, if necessary, msntute proceedmgs to make appropriate
revisions of such 1

(3)(A) A rule under subsection (a) respecting a ehemleal substance
or mixture shall require the persons described in subparagraph

(B) to conduct tests and submit to the
Administrator on such substance or mixture, except that the
Administrator may permit two or more of such persons to designate one
such person or a qualified third party to conduct such tests and submit
such on behalf of the persons making the designation.

(£&13) The following persons shall be required to conduct tests and
submit on a chemical substance or mixture subject to a
rule under subsection (a):

(1) Each person who manufactures or intends to manufacture
such substance or mixture if the Administrator makes a finding
described in subsection (a)(1)(A)ii) or (a)(1)B)(i)_-with respect

to the manufacture of such substance or mixture.

(i1) Each person who processes or intends to process such
substance or mixture if the Administrator makes a finding de-
scribed in subsection (a)(1)(A)(i1) or (a)(1)B)ii)- with respect to
the processing of such substance or mixture.

L expostre and notjust-hazard

Commented [GB9]: This language is helpful, but not as
clear as the language we suggested. Per our previous
comment the issue is whether “testing of:a chemical
substance” includes monitoring for the presenice of a chemical
substance as well as testing of the chemical substance itself
to determine broperties of the substance - Your new language
could be consistent with the narrower reading. Various
physical-chemical properties ofa substance (e ¢, vapar
pressure. solubilityy-are-highly relevant to expostre.and
testing for these properties is clearly coverad by existing
section4 and the language of this bill because they are
properties of the chemical that can be investigated through
standard lab testing of the chemical. So, this language, while
giving EPA a strong argtiment that [t canrequire monftoring,
does not foreclose a counter-argument.

Commented [MF10]: Bracketing animal testing language to \
¢ reflectongoing discussions

Commented [MF11]: Kept (3) to just rule authority per ERPA
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(ii1) Each person who manufactures or processes or intends to
manufacture or process such substance or mixture if the
Administrator makes a finding described in subsection (a)(1){(A)(i1)
or (a)(1 Y B)(i1). with respect to the distribution in commerce, use,
or disposal of such substance or mixture.

(4) Any rule,_order, or consent agreenent under subsection (a)
requiring the testing of and submission of & .
particular chemical substance or mixture shall expire at the end of the
reimbursement period (as defined in subsection (¢)3)B)) which is
applicable to % « for such substance or mixture unless
the Administrator repeals the rule_or order or modifies the consent
agreement fo ferminate the requirement before such date; and a rule,
order or sonsent agreement under subsection (a) requiring the testing of
and submission of ; for a category of chemical
substances or mixtures shall expire with respect to a chemical
substance or mixture included in the category at the end of the
reimbursement period (as so defined) which is applicable to 3
+ for such substance or mixture unless the Administrator
before %uch date rapcais or modifies the aprlim{'im; of the rule, ordar'

mdcr oF murhirc:s, thc consent agreement to tarmmdtu iha, requirement.
(5) Rules issued under subsection {(a) (and any substantive

amendment thereto or repeal thereof) shall be promulgated pursuant to

sectlon 553 of title 5 United States K’,Ud

-{ Commented [MF12]: Deleted per EPA TA and Senate bill

(¢) Exemption.—(1) Any person required by a rule or_order under
sub-section (a) to conduct tests and submit
chemical substance or mixture may apply to the Administrator (in such
form and manner as the Administrator shall prescribe) for an exemption
from such requirement.

(2) If, upon receipt of an application under paragraph (1), the
Administrator determines that—

(A) the chemical substance or mixture with respect to which
such application was submitted is equlvalent o a chemical
substance or mixture for which ha% been
submitted to the Administrator in accordance with der, or

enl ¢ ment  under  subsection  {ay  or  for  which

< being developed pursuant o such a nile, order

4 Commented [GB13]: Could delete (5) completely. since it
now has no effect  But not a critical issue,

' agreemont p rule under subsection (a) or for which
is being developed pursuant to such a rule, and ]

(B) submission of
substance or mixture would be duphcalrvc of-
which has been submitted to the Administrator in accordance with
such nle, order, or consent agreement or which s being
development pursuant 1o such rule. order. or consent agreernent
such rule or which is being developed pursuant to such rule, |

the Administrator shall exempt, in accordance with paragraph 3or

(4), the applicant from conducting tests and submitting
on such substance or mixture under the rule o
respect to which such application was submitted.

by the applicant on such' o
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(3)(A) If the exemption under paragraph (2) of any person ﬁom the
requirement to conduct tests and submit
chemical substance or mixture is granted on lhe basis of the exi stcncc
of previously submitted e and if such exemption is
granted during the lelmbursement period for such %
(as prescribed by subparagraph (B)), then (unless such person and the
persons referred to in clauses (i) and (i1) agree on the amount and
method of reimbursement) the Administrator shall order the person
granted the exemption to provide fair and equitable reimbursement (in
an amount determined under rules of the Administrator)—

(1) to the person who previously submitted such est

B for a portion of the costs incurred by such person

in complying with the requirement to submit such «
and

(ii) to any other person who has been required under this
subparagraph to contribute with respect to such costs, for a portion
of the amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (i1) for costs
incurred with respect to a chemical substance or mixture, the
Administrator shall, after consultation with the Attorney General and
the Federal Trade Commission, consider all relevant factors, including
the effect on the competitive position of the person required to provide
reimbursement in relation to the person to be reimbursed and the share
of the market for such substance or mixture of the person required to
provide reimbursement in relation to the share of such market of the
persons to be reimbursed. An order under this subparagraph shall, for
purposes of judicial review, be considered final agency action.

(B) For purposes of subparagraph (A), the reimbursement period
for any # i for a chemical substance or mixture is a
period—

(1) beginning on the date such
accordance with a rule,_order, o1 con
under subsection (a), and

(ii) ending—

(D) five years after the date referred to in clause (i), or

(1) at the expiration of a period which begins on the date
referred to in clause (1) and which is equal to the period which
the Administrator determines was necessary to develop such
data,

whichever is later.

(4)(A) If the exemption under paragraph (2) of any person from the
requirement to conduct tests and submit ;
chemical substance or mixture is granted on the basis of the fact that
is being developed by one or more persons

s submitted in

t agresment promulgated

pursuant to a rule, order, or consent amreement pmmuloated under

subsection (a), then (unless such person and the persons referred to in
clauses (1) and (1) agree on the amount and method of reimbursement)
the Administrator shall order the person granted the exemption to
provide fair and equitable reimbursement (in an amount determined
under rules of the Administrator)}—

(1) to each such person who is developing such
for a portion of the costs incurred by each such person in
com-plying with such rule, order, or eonsent agreement, and

(i1) to any other person who has been required under this
subparagraph to contribute with respect to the costs of complying

1

Commented [GB17]: ‘Promulgated” should be deleted.
This was deleted in Senate offer.
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with such rule, order or consent agreement, for a portion of the

amount such person was required to contribute.
In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (i1) for costs
incurred with respect to a chemical substance or mixture, the
Administrator shall, after consultation with the Attorney General and
the Federal Trade Commission, consider the factors described in the
second sentence of paragraph (3)(A). An order under this subparagraph
shall, for purposes of judicial review, be considered final agency action.

(B) If any exemption is granted under paragraph (2) on the basis of
the fact that one or more persons are developing

pursuant to a rule—,_order, ot consent agreement promulga

/[ Commented [GB18]): Should drop "promulgated”. .

subsection (a) and if after such exemption is granted the Administrator

determines that no such person has complied with such mlel the Commented [GB19]: Need to add “order or consert
Administrator shall (1) after providing written notice to the person who agresment’

holds such exemption and an opportunity for a hearing, by order
terminate such exemption, and (11) notlfy in Wrmng such person of the

requirements of the rule, b Ciwith respect to . Commented [GB20]: Consent agreement should be
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(d) Norick—Upon the receipt of any i that exemptions canbe granted only for rules and orders
) since presumably parties who consent won't seek

pursuant to a rule, order, or consent agreement under subsection (a), the (exempgons) butht/hgt ttiwe e\;emptions can be granted based

Administrator shall publish a notice of the receipt of such on data submitted or to be submitted Lnder rules. orders ar

in the Federal Register within 15 days of its receipt. consent agreements. Under that logic, this should refer only

2

Subject to section 14, each such notice shall (1) identify the chemical o filles or orders.
substance or mixture for which have been received,;

(2) list the uses or intended uses of such substance or mixture and the

information required by the applicable ¢
: for the development of
the nature of the developed. Except as otherwise
provided in section 14, such : shall be made available
by the Administrator for examination by any person.

(e) Prioriry LisT—(1)(A) There is established a committee to
make recommendations to the Administrator respecting the chemical
substances and mixtures to which the Admlmstrator should gwe
priority consideration for the pss SE T R o
under subsection (a). In makmg such a recommendatlon
with respect to any chemical substance or mixture, the committee shall
consider all relevant factors, including—

(1) the quantities in which the substance or mixture is or will
be manufactured,

(i1) the quantities in which the substance or mixture enters or
will enter the environment,

(iii) the number of individuals who are or will be exposed to
the substance or mixture in their places of employment and the
duration of such exposure,

(iv) the extent to which human beings are or will be exposed
to the substance or mixture,

(v) the extent to which the substance or mixture is closely
related to a chemical substance or mixture which is known to
present an unreasonable risk of injury to health or the environment,

(vi) the existence of _concerning the effects of
the sub-stance or mixture on health or the environment,

(vii) the extent to which testing of the substance or mixture
may result in the development of i upon which the
effects of the substance or mixture on health or the environment
can reasonably be determined or predicted, and

and (3) describe
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(viii) the reasonably foreseeable availability of facilities and
personnel for performing testing on the substance or mixture.

The recommendations of the committee shall be in the form of a list of
chemical substances and mixtures which shall be set forth, either by
individual substance or mixture or by groups of substances or mixtures,
in the order in which the committee determines the Administrator
should take action under subsection (a) with respect to the substances
and mixtures. In establishing such list, the committee shall give priority
attention to those chemical substances and mixtures which are known
to cause or contribute to or which are suspected of causing or
contributing to cancer, gene mutations, or birth defects. The committee
shall designate chemical substances and mixtures on the list with
respect to which the committee determines the Administrator should,
within 12 months of the date on which such substances and mixtures
are first designated, initiate a proceeding under subsection (a). The total
number of chemical substances and mixtures on the list which are
designated under the preceding sentence may not, at any time, exceed
50.

(B) As soon as practicable but not later than nine months after the
effective date of this Act, the committee shall publish in the Federal
Register and transmit to the Administrator the list and designations
required by subparagraph (A) together with the reasons for the
committee’s inclusion of each chemical substance or mixture on the
list. At least every six months after the date of the transmission to the
Administrator of the list pursuant to the preceeding! sentence, the
committee shall make such revisions in the list as it determines to be
necessary and shall transmit them to the Administrator together with
the committee’s reasons for the revisions. Upon receipt of any such
revision, the Administrator shall publish in the Federal Register the list
with such revision, the reasons for such revision, and the designations
made under subparagraph (A). The Administrator shall provide
reasonable opportunity to any interested person to file with the
Administrator written comments on the committee’s list, any revision
of such list by the committee, and designations made by the committee,
and shall make such comments available to the public. Within the 12-
month period beginning on the date of the first inclusion on the list of a
chemical substance or mixture designated by the committee under
subparagraph (A) the Administrator shall w1th respect to such chemical
substance or mixture either ; ! initiate a rulemaking

proceeding under subsection (a), or if such ora
proceeding is not initiated within such period, pubhsh in the Federal
Register the Administrator’s reason for not ¢
initiating such a proceeding.

(2)(A) The commuittee established by paragraph (1)(A) shall consist
1 members as follows:

(1) One member appointed by the Administrator from the
Environmental Protection Agency.

(i1) One member appointed by the Secretary of Labor from
officers or employees of the Department of Labor engaged in the
Secretary’s activities under the Occupational Safety and Health
Act of 1970.

(iii) One member appointed by the Chairman of the Council
on Environmental Quality from the Council or its officers or
employees.

of ¢

1 S0 in law. Probably should be “‘preceding””.
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(iv) One member appointed by the Director of the National
Institute for Occupational Safety and Health from officers or
employees of the Institute.

(v) One member appointed by the Director of the National
Institute of Environmental Health Sciences from officers or
employees of the Institute.

(vi) One member appointed by the Director of the National
Cancer Institute from officers or employees of the Institute.

(vii) One member appointed by the Director of the National
Science Foundation from officers or employees of the Foundation.

(viii) One member appointed by the Secretary of Commerce
from officers or employees of the Department of Commerc

(B)(1) An appointed member may designate an individual to serve
on the committee on the member’s behalf. Such a designation may be
made only with the approval of the applicable appointing authority and
only if the individual is from the entity from which the member was
appointed.

(i1) No individual may serve as a member of the committee for
more than four years in the aggregate. If any member of the committee
leaves the entity from which the member was appointed, such member
may not continue as a member of the committee, and the member’s
position shall be considered to be vacant. A vacancy in the committee
shall be filled in the same manner in which the original appointment
was made.

(iii) Initial appointments to the committee shall be made not later
than the 60th day after the effective date of this Act. Not later than the
90th day after such date the members of the committee shall hold a
meeting for the selection of a chairperson from among their number.

(C)(1) No member of the committee, or designee of such member,
shall accept employment or compensation from any person subject to
any requirement of this Act or of any rule promulgated or order issued
thereunder, for a period of at least 12 months after termination of
service on the committee.

(i1) No person, while serving as a member of the committee, or
designee of such member, may own any stocks or bonds, or have any
pecuniary interest, of substantial value in any person engaged in the
manufacture, processing, or distribution in commerce of any
chemical substance or mixture subject to any requirement of this Act
or of any rule promulgated or order issued thereunder.

(ii1) The Adnunistrator, acting through attorneys of the
Environmental Protection Agency, or the Attorney General may bring
an action in the appropriate district court of the United States to restrain
any violation of this subparagraph.

(D) The Administrator shall provide the committee such
administrative support services as may be necessary to enable the
committee to carry out its function under this subsection.

| commented [MF23): Serate does not believe this text is
{needed Fhoth TG and Senate bnguage onfederalagency
i requests is included.
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(f) REQUIRED ACTIONS
(1) any %
this Act, or
(2) any other information available to the Administrator,

which indicates to the Administrator that there may be a reasonable
basis to conclude that a chemical substance or mixture presents or will
present a Slgmhcant rlsk of serlous or w1desprcad harm to human
beings-fraw S8 wis, the Administrator
shall, wﬂhm lhe 180 day pcnod begmnmg on the date of the receipt of
such data or information, initiate 3 action under
section 5, 6, or 7 to prevent or reduce to a sufficient extent such risk or
publl sh in the Federal Register a finding, 3
that such risk is not unreasonable. For good
cause shown the Administrator may extend such period for an
additional period of not more than 90 days. The Administrator shall
publish in the Federal Register notice of any such extension and the
reasons therefor. A finding by the Administrator that a risk is not
unreasonable shall be considered agency action for purposes of judicial
review under chapter 7 of title 5, United States Code. This subsection
shall not take effect until two years after the effective date of thls Act.

(g) PETITION FOR & S ]

e FOR  THE DEVELOPMENT OF
—A person intending to manufacture or process
a chemical substance for which notice is required under section 5(a)
and who is not required under a rule, order, or co Rt agreenent under
subsection (a) to conduct tests and submit « on such
substance may petition the Administrator to prescribe
for the development of
for such substancc The Administrator shall by order
either grant or deny any such petition within 60 days of its receipt. If
the petition is granted, the Administrator shall prescribe such s
[ for such substance within 75 days of the
date the pctmon is granted. If the petmon is denied, the Administrator
shall publish, subject to section 14, in the Federal Register the reasons
for such denial.

—Upon the receipt of—
required to be submitted under
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 3/11/2016 4:12:26 PM

To: 'Freedhoff, Michal (Markey)' [Michal_Freedhoff@markey.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]

Subject: Sen. Markey TSCA TA request - House fees

Michal,

This responds to your follow up TA questions regarding the revised fee language.

To protect or decide to release CBI that was included in a risk evaluation or test data?
- Yes

To use the results of the test when conducting the risk evaluation or doing risk management?
- Yes

Industry-requested REs and whether the fees for the RE could then be used for rulemaking?
- Yes

Also, we suggest the following revisions to the fees language to better clarify what chemical substances or
mixtures we are talking about. Also the proposition should be “defray the cost . . . of” not “for”.

"Defray the cost of administering the provision for which such fee is coliected and of any other actlvities
under the Act related to the chemical substance or mixture that is the subject of the data submission or risk
evaluation forwhish-such-fee-is-collestod

The technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft language
and the comments. Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]

Sent: Friday, March 11, 2016 5:05 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>; Black, Jonathan (Tom Udall) <lonathan_Black@tomudall.senate.gov>;
Deveny, Adrian (Merkley) <Adrian_Deveny@merkley.senate.gov>

Subject: Re: Sen. Markey TSCA TA request - House fees

Quick follow up question for you Sven
Would changing "defray the cost of administering the provision for which suhc fee is collected” to

"Defray the cost of administering the provision and any other activities under the act related to the chemical
substance or mixture for which such fee is collected” address one of the points you make below?
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Would this change above allow you to protect or decide to release CB that was included in a risk evaluation or
test data, for example? Would it allow vou to use the results of the test when conducting the risk evaluation
or doing risk management?

| recognize that the solution above probably does not address the core resubstantiation obligations provided
in the senate bill in section 8. But could it address the question of industry-requested RES and whether the
fees for the RE could then be used for rulemaking?

Quick turnaround needed - mig on this is at 1:30. Feel free to suggest alternatives if what  wrote makes no
SENSE, )

Thy
V]

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Thursday, March 10, 2016 5:45 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA request - House fees

Michal,
This responds to your TA request on House fees language and section 4.

Under either the House bill or the House offer, section 26(b)(1) provides that fees collected can be used only to
“defray the cost of administering the provision of [TSCA] for which such fee is collected.” In general, it will be
difficult to interpret and implement restrictions on the use of fees that are expressed in terms of the particular
provision of TSCA that EPA can administer using the fees, since these do not necessarily align with
recognized program areas or budget categories. A more descriptive statement of the program functions for
which fees can be spent would be a help to EPA in adhering to these spending restrictions.

Constraining the use of fees in this manner will likely lead to other sorts of implementation problems. For
example, it appears that fees collected for data submitted under section 4 could only be used to cover the cost
of collecting the information, not of using the information to perform risk evaluations. This is because the fee
collection authority would be categorized under section 4, yet the use of the information in a risk evaluation
would be under section 6(b). Furthermore, because CBI review obligations are undertaken under section 14,
EPA could not use these fees to defray the cost of reviewing and otherwise processing CBI claims. Finally,

a manufacturer’'s decision to request a risk evaluation may eventually result in EPA being subject to a legal
obligation to undertake risk management rulemaking, but EPA could not use industry fees to defray the cost of
that rulemaking.

The House offer partially addresses these implementation concerns regarding funding by adding fee collection
authority for EPA initiated risk evaluations (the House bill only provides for fees to defray risk evaluation when
industry requests the risk evaluation). However, the House offer still does not provide fee collection authority or
other resources to defray the significant costs associated with risk management or the costs to review CBI
claims. This is especially problematic in combination with the House offer’s introduction of a new and very
resource intensive program for the review of older CBI claims.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser
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U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhoff@markey. senate.sov]

Sent: Thursday, March 10, 2016 3:33 PM

To: Kaiser, Sven-Erik <kaiser.Sven-Erik@epa.gov>

Cc: Black, Jonathan (Tom Udall) <lonathan Black@tomudall senate.zov>; Deveny, Adrian (Merkley)
<Adrign Deveny@merkleysenaie gov>

Subject: TA request - House fees

Sven

House fees language basically says that a fee collected under section 4 can only be used for section 4 activities,
and so forth. Does EPA have any workability or other concern associated with this provision?

Thanks
Michal

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/15/2016 11:06:38 AM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]
Subject: Sen. Markey TSCA TA request on revised section 26 (WEI16263)
Michal,

Got it- checking. Thanks,

Sven

On Apr 15, 2016, at 6:35 AM, Freedhoff, Michal (Markey) <Michal Freedhoff(@markey.senate.gov> wrote:

Can you take a look? i ok, we can have sle conform the current hic version of the same section. Sometime this
AM good,

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]}

<redline.doc>

<WEI16263.pdf>
<WEI16263 XML .doc>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/21/2016 1:36:47 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA request - RE deadlines

Michal - got it - checking. Thanks,
Sven

On Apr 21, 2016, at 9:35 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

<!--[if IsupportAnnotations]--> <!--[endif]-->
Sven, in the past when | have asked you why the 3 year RE deadline was needed (as opposed to a shorter one) you've
told me the following:

Response: The three year timeline for risk evaluation developed from EPA’s experience with conducting risk
assessments under current TSCA. Given that the scope of assessments under the Senate bill would include
all uses of a chemical — and that our current assessments are more limited in scope — reducing the timeframe
would likely endanger EPA’s ability to meet the timeline.

Section 6 currently provides EPA with the authority to extend the 3 year deadline for completing an RE by one year
under specific circumstances. | would like your views on whether the following change would be problematic for
you. | note that the effect of this change would be to shorten pause preemption from lasting 2.5-3.5 years to lasting
2.5-3 years.

Section 6 (WY(G)
“(G) DEADLINES.—The Administrator—

“(i) shall conduct and publish a risk evaluation for a chemical substance as soon as practicable. but not
later than 3 vears after the date on which the Administrator initiates a risk evaluation under paragraphs
(A, (HB)@) and (4)XC)(ii): and.

“(ii) may extend the deadline for a risk evaluation for not more than 180 days<!--[if
IsupportAnnotations]-->[MF1]<!--[endif]--> _if information relating to the chemical substance
required to be developed in a rule, order. or consent agreement under section 4 hasnot yet been
submitied to the Administrator. or if such information has been submitied to the Administrator within
the time specified in the rule, order or consent agreement and on or after the date that is 120 days
before the expiration of the deadline described in clause (i).

Michal

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<image001.png><image002.png><image003.png><image004.jpg>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 8:38:49 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

CC: Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]

Subject: Re: Sen. Markey TSCA TA on house Section 19 {4-23)

We missed the conforming edits- Revising TA on 19. Thanks,
Sven

On Apr 23, 2016, at 4:30 PM, Freedhott, Michal (Markey) <Michal Freedhoff(@markey.senate.gov> wrote:

Just verifying before proceeding that you checked conforming edits at the end of the bill?

Michal Tana Freedhoff, PhD,

Director of Oversight & Trnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagel0l.png><imagel0Z. pngx<imagell3. pngr<imagelDd . jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Saturday, April 23, 2016 4:29 PM

To: Freedhoff, Michal (Markey); Deveny, Adrian (Merkley); Black, Jonathan (Tom Udall)
Subject: Sen. Markey TSCA TA on house Section 19 (4-23)

Michal,
While we continue to work on the TA requests on 14 and other sections, we wanted to pass along TA on house
section 19 (4-23).

The House discussion draft leaves section 19 from current TSCA un-amended, except for the addition of
judicial review of low-priority determinations. Thus, in contrast to the Senate bill and offer, it does not:

-- provide for judicial review of test orders under section 19

-- provide for judicial review of rules other than the rules currently enumerated in section 19
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-- provide for judicial review of determinations that a chemical substance does not present unreasonable risk
under section 19 (including the substantial evidence review the senate bill and offer would afford).

Note that this does not mean that these EPA actions will not be judicially reviewable. Rather, they would be
reviewable in federal district court, rather than the court of appeals, and would be subject to the general federal
6-year review period, rather than the 60 days provided for in section 19.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/22/2016 7:10:31 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on Cost Consideration Options Chart

Attachments: Markey. TSCA TA.Updated Table on Cost Considerations.3.22.16.docx

Michal — the attached TA responds to the request to update the table of cost consideration options. The new
options are labelled “Set A,” “Set B,” etc. The chart includes some comments in the margin on the new options.
Please let me know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Friday, March 18, 2016 3:49 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Another TA request on 6(a) rules

Sven

Thanks for the table of alternatives on cost considerations in rulemaking. There was an interest in discussion
today in seeing whether there is 3 way 1o flip the presumption of the House language in a way that said:

- epa identify remedies that address the unreasonable risk
- from those remedies, then somehow consider costs, whether by using the word cost-effective or some other
word.

Can you help w some options {1 or more, however many occur 1o you}, with eye to putting them into that
chart? ldeally, 1'd like options that fall closer to the Senate side rankings on both analytic burden and litigation
risk but which helps the House feel that EPA will not choose the super-expensive unnecessary remedy.

Thanks
M

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA)
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

1) Can you rank these in order of added analytic burden to EPA (ie analysis above what is
already vequired under administrative law, RIA, what EPA would expect to do as part of any
rulemaking analysis, etc), and describe briefly the basis for the ranking?

2) Can you rank these in order of added litigation risk that the formulations may present, and
describe (briefly) the basis for the ranking?

Cost Considerations in a Rule
% “5697”

“(4) ANALYSIS FOR RULEMAKING.—

“(A) ConSIDERATIONS.—In deciding which restrictions to impose under paragraph
(3) as part of developing a rule under paragraph (1), the Administrator shall take into
consideration, to the extent practicable based on reasonably available information, the
quantifiable and nonquantifiable costs and benefits of the proposed regulatory action
and of the 1 or more primary alternative regulatory actions considered by the
Administrator.

“(B) ALTERNATIVES.—As part of the analysis, the Administrator shall review any 1
or more technically and economically feasible alternatives to the chemical substance
that the Administrator determines are relevant to the rulemaking.

“(C) PUBLIC AVAILABILITY.—In proposing a rule under paragraph (1), the
Administrator shall make publicly available any analysis conducted under this
paragraph.

“(D) STATEMENT REQUIRED.—In making final a rule under paragraph (1), the
Administrator shall include a statement describing how the analysis considered under
subparagraph (A) was taken into account.

< “MERGED HOUSE/SENATE PROPOSAL”

d) PROMULGATION OF SUBSECTION (b) RULES.

(1) REQUIREMENTS FOR RULE.—In promulgating any rule under subsection (b)
with respect to a chemical substance or mixture, the Administrator shall factor in the
following considerations, and publish a statement describing how they were factored
into the rule—

(A) the effects of sueh-the chemical substance or mixture on health and the magnitude
of the exposure of human beings to the chemical sueh-substance or mixture;

(B) the effects of such-the chemical substance or mixture on the environment and the
magnitude of the exposure of the environment to such substance or mixtures;

(C) the benefits of sach-the chemical substance or mixture for various uses; and-the
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This language is provided by EPA as technical assistance in response to a congressional request. The

technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

(D)) the reasonably ascertainable economic consequences of the rule, after
consideration of

(i) after the likely effect on of the rule on the national economy, small business,
technological innovation, the environment, and public health;-

(i1) the guantifiable and nonquantifiable costs and benefits of the proposed regulatory
action and of the 1 or more primary alternative regulatory actions considered by the
Admuinistrator. ;

(E) any 1 or more technically and economically feasible alternatives to the chemical
substance that the Administrator determines are relevant to the rulemaking. .

< “SENATE OFFER”

(2) REQUIREMENTS FOR RULE.—

(A) In promulgating a rule under subsection (a) with respect to a chemical substance or
mixture, the Administrator shall consider and publish a statement based on reasonably
available information with respect to—

(1) the effects of the chemical substance or mixture on health and the magnitude of the
exposure of human beings to the chemical substance or mixture,;

(11) the effects of the chemical substance or mixture on the environment and the magnitude
of the exposure of the environment to such substance or mixture,;

(1i1) the benefits of the chemical substance or mixture for various uses; and

(iv) the reasonably ascertainable economic consequences of the rule, after consideration
of:

(v) the likely effect of the rule on the national economy, small business,
technological innovation, the environment, and public health; and

(vi) The quantifiable and non-quantifiable costs and benefits of the proposed
regulatory action and of the 1 or more primary alternative regulatory actions
considered by the Administrator;

(B) In deciding which requirements to impose as part of developing the rule under
subsection (a), the Administrator shall take into consideration, to the extent practicable, the
considerations required under subparagraph (A).

[ PAGE \* MERGEFORMAT ]
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This language is provided by EPA as technical assistance in response to a congressional request. The

technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

< “SUPPLEMENTED SENATE OFFER”

(2) REQUIREMENTS FOR RULE.—

(A) In promulgating a rule under subsection (a) with respect to a chemical substance or
mixture, the Administrator shall consider and publish a statement based on reasonably
available information with respect to—

(1) the effects of the chemical substance or mixture on health and the magnitude of the
exposure of human beings to the chemical substance or mixture,;

(11) the effects of the chemical substance or mixture on the environment and the magnitude
of the exposure of the environment to such substance or mixture,;

(1i1) the benefits of the chemical substance or mixture for various uses; and

(iv) the reasonably ascertainable economic consequences of the rule, after consideration
of:

(v) the likely effect of the rule on the national economy, small business,
technological innovation, the environment, and public health; and

(vi) The quantifiable and non-quantifiable costs and benefits of the proposed
regulatory action and of the 1 or more primary altemative regulatory actions
considered by the Administrator,

(B) In deciding which requirements to impose as part of developing the rule under
subsection (a), the Administrator shall take into consideration, to the extent practicable, the
considerations required under subparagraph (A) and shall consider whether the
proposed regulatory action and the 1 or more primaryv alternative regulatorv actions
considered by the Administrator under subparagraph (A)(vi) are cost-effective.

K2

< “HR. 2576 AS MODIFIED USING EPA TA”

(B) impose requirements under the rule that the Administrator determines, to the

extent practicable based on the information published under subparagraph (A),
are cost-effective, except where the Administrator determines that additional or
different requirements described in subsection (a) are necessary to ensure that the
chemical substance no longer presents or will present an unreasonable risk, including
an identified unreasonable risk to a potentially exposed population.
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This language is provided by EPA as technical assistance in response to a congressional request. The

technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

9,
%

“H.R. 2576”

(B) impose requirements under the rule that the Administrator determines, consistent
with the information published under subparagraph (A), are cost-effective, except
where the Administrator determines that additional or different requirements described
in subsection (a) are necessary to protect against the identified risks.

SET A from EPA March 21 TA: using the term cost-effectiveness, based on Senate

offer structure

1. Addto 6(c)2)A)-
“(vii) the cost-effectiveness of the proposed regulatory action and of the 1 or more
primary alternative regulatory actions considered by the Administrator;”

2. Add the above to 6(C)Y2)(A) and add the following at the end of the last sentence of

6(CX2)B)—

“and shall generally give preference to requirements that are more cost-effective as
determined based on the consideration described in 6(c)(2 (A )(vii)”

SET B from EPA March 21 TA: not using the term cost-effectiveness, based on
Senate offer structure

1.

Add to 6(cX2 )Y A)—

“(vii) the efficiency with which the proposed regulatory action and the 1 or more primary
alternative regulatory actions considered by the Administrator satisfy the requirement that a
rule promulgated under section 6(a) ensures that the chemical substance does not present an
unreasonable risk of injury to health or the environment under the conditions of use, as
determined in accordance with subsection (b)(4)A),”

2. Add the above to 6(c)(2)(A) and add the following at the end of the last sentence of
6(ef=X2)B)—

“and shall generally give preference to requirements that are more efficient in satisfying
the requirement that a rule promulgated under section 6(a) ensures that the chemical
substance does not present an unreasonable risk of injury to health or the environment
under the conditions of use as determined in accordance with subsection (b)(4)(A)”
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This language is provided by EPA as technical assistance in response to a congressional request. The

technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the bill, the draft

language and the comments.

< SET C from EPA March 21 TA: two versions of revision to House bill language,

hewing closest to that language

Version 1: (B) impose requirements under the rule that the Administrator determines,
to the extent practicable based on the information published under subparagraph (A),
are cost-effective, except where the Administrator determines that requirements
described in subsection (a) that are in addition to or different from the cost-effective
requirements the Administrator was able to identify during the rulemaking process are
necessary to ensure that the chemical substance no longer presents or will present an
unreasonable risk of injury to health or the environment under the intended conditions

of use, including an identified unreasonable risk to a potentially exposed population.

Version 2: (B) impose requirements under the rule that the Administrator determines,
to the extent practicable based on the information published under subparagraph (A),
are more cost-effective than the other requirements considered by the Administrator,
except where the Administrator determines that one or more of the other requirements
are necessary to ensure that the chemical substance no longer presents or will present
an unreasonable risk of injury to health or the environment under the intended
conditions of use, including an identified unreasonable risk to a potentially exposed

population.

to establish a preference rather than a presumption

(B) generally give preference to requirements that the Administrator determines, to the
extent practicable based on the information published under subparagraph (A), are

more cost-effective.

[ PAGE \* MERGEFORMAT ]
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

Burden relative to baseline Litigation Risk

S. 697 Lowest Analvtical Burden Lowest Litigation Risk
Relative to Baseline

Litigation opportunities to
challenge rule roughly track what

Roughly tracks E.O. 12866 would already be available under

requirements, but applies APA under the substantial evidence

irrespective of whether action standard,

deemed “significant” under the

E.O. Scope of litigation would roughly
track typical APA litigation, except

Analytical burden limited to that failure to include mandatory

what is “practicable” and data considerations in the overall

inputs limited to what is discussion of why the rule is

“reasonably available” warranted would be a basis

Statement describing how Most of these considerations would

analysis was taken into account | likely be raised by stakeholders in
is already a baseline requirement | public comment anyway, which

of administrative law. would establish an obligation for
EPA to consider the issues, even if
they were not statutorily specified.
Senate Offer Second Lowest Analvtical Second Lowest Litigation Risk
Burden Relative to Baseline

The Senate Offer is identical to the
The Senate Offer is identical to | Merged House/Senate proposal,

the Merged House/Senate except that the requirement for
proposal, except that the consideration of chemical
requirement for consideration of | alternatives has been deleted. This
chemical alternatives has been somewhat reduces the range of
deleted. This somewhat reduces | issues that might be the basis of
analytical burden. litigation.
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

... | Burdenrelative to baseline ~  LitigationRisk =~ =~ =
Merged Third Lowest Analvtical Third Lowest Litigation Risk
House/Senate Burden Relative to Baseline
Proposal Litigation opportunities to

Roughly tracks E.O. 12866 challenge rule roughly track what
requirements, but applies would already be available under
irrespective of whether action APA under the substantial evidence
deemed “significant” under the | standard,
E.O.

Scope of litigation would roughly
Analytical burden limited to track typical APA litigation, except
what is “practicable” and data that failure to include mandatory
inputs limited to what is considerations in the overall
“reasonably available” discussion of why the rule is

warranted would be a basis
Requirement to “factor”

considerations into a decisions Most of these considerations would
and publish explanatory likely be raised by stakeholders in
statement is already a baseline public comment anyway, which
requirement of administrative would establish an obligation for
law. No increase in burden from | EPA to consider the issues, even if
requirement to “consider and they were not statutorily specified.

publish a statement™
Relative to H.R. 2576, list of
mandatory factors is more
prescriptive, somewhat increasing
litigation opportunities to claim
EPA failed to consider one of the
points.
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

Supplemented Senate
Offer

Burden relative to baseline

Fourth Lowest Analvtical

Fourth Lowest Litication Risk

Burden Relative to Baseline

The Senate Offer is identical to
the Merged House/Senate
proposal, except that the
requirement for consideration of
chemical alternatives has been
deleted and a requirement to
consider cost-effectiveness has
been added.

Overall, there is probably greater
analytical burden in
demonstrating that one
considered cost-effectiveness
than in demonstrating that one
considered 1 or more chemical
alternatives, so this is a slight net
increase in burden.

The Senate Offer is identical to the
Merged House/Senate proposal,
except that the requirement for
consideration of chemical
alternatives has been deleted and a
requirement to consider cost-
effectiveness has been added;

Overall, there is probably greater
litigation risk in demonstrating that
one considered cost-effectiveness
than in demonstrating that one
considered 1 or more chemical
alternatives, so this is a slight net
increase in litigation risk.

Set|D

Fifth Lowest Analvtical

Fifth Lowest Litisation Risk

Burden Relative to Baseline

The addition of a general
preference for more cost-
effective options, compared to
all the preceding formulations,
increases the burden, because
EPA would have to develop a
record to explain how it
overcame the preference in
rulemakings where it did so.

EPA would have to defend in court
any decision to overcome the
general preference for more cost-
effective options.
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

... | Burdenrelative to baseline ~  LitigationRisk =~ =~

Set A Sixth Lowest Analvtical Sixth Lowest Litigation Risk

Burden Relative to Baseline
EPA would have to demonstrate in

Set D and A seem essentially court that it considered the cost-
equivalent in terms of burden. effectiveness of the proposed action
We have ranked Set A as more and of the 1 or more primary
burdensome because Set A alternatives considered, and explain
includes a specific requirement | any decision to overcome the
to consider the cost-effectiveness | general preference for more cost-
of the proposed action and of the | effective options.
1 or more primary alternatives
considered in addition to the
requirement in both A and D to
generally give preference to
more cost-effective options.
But we do not see that as a
meaningtul additional
requirement in A, and, per the
comment attached to the Set D
entry, if Set D were placed in a
bill that did not as clearly
circumscribed EPA’s analytic
obligation, Set D could be
considerably more burdensome
than A.

Set B Seventh Lowest Analvytical Seventh Lowest Litigation Risk
Burden Relative to Baseline

The substitution of efficiency for

Close call between A and B, but | cost-effectiveness probably
the substitution of efficiency for | increases litigation risk as
cost-effectiveness probably compared by Set A. “Efficiency” is
marginally increases the burden | a more general term, so EPA would
as compared by Set A. have to defend its definition of the
“Efficiency” is a more general term and also defend its conclusion
term, so EPA would have to that the standard as defined had
define what it means, and then been met.
build a record to show that the
standard as defined has been
met.
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

Set C Version

Burden relative to baseline

Eichth Lowest Analvtical

Richth Lowest Litigation Risk

Burden Relative to Baseline

The obligation to impose
requirements that are more cost-
effective than the other
requirements considered, unless
EPA determines that other
requirements are necessary to
ensure no unreasonable risk,
imposes a higher record burden
on EPA than the preference
created in Sets D, A and B.

This option expresses cost-
effectiveness as a relative
concept, in contrast to Set C
Version 1, and thereby does not
impose an obligation to
demonstrate that the selected
requirements are cost-effective
in some absolute sense. That
said, the formulation is best read
to require EPA to select the most
cost-effective of the options it
considered, which could require
substantial analysis.

EPA would have to demonstrate in
litigation that it selected the most
cost-effective of the requirements
considered, or that the selected
requirements were necessary to
ensure no unreasonable risk —
litigation burdens not present in any
of the preceding formulations.
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft

language and the comments.

Burden relative to baseline

Ninth Lowest Analytical

Ninth Lowest Litization Risk

Burden Relative to Baseline

Similar to Set C Version 2, but
EPA would have to define the
concept of “cost-effective” used
in an absolute sense and develop
a record to demonstrate that the
selected requirements meet the
standard as so defined.

Similar to Set C Version 2, but
EPA would have to defend its
definition of the concept of “cost-
effective” used in an absolute
sense. Because in EPA’s view the
term is typically used in a relative
sense, there 1s some concem that
the term could be interpreted to
mean “cost-beneficial”, which is a
higher standard in EPA’s view than
the common understanding of cost-
effectiveness. EPA would also have
to defend its determination that the
selected requirements meet the
standard as so defined.
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

.| Burdenrelative to baseline ~ LitigationRisk =~ =~ =
HR. 2576 as Tenth Lowest Analvtical Tenth Lowest Litigation Risk

modified by EPA TA | Burden Relative to Baseline

Establishes a new legal duty, above
EPA must either justify and beyond baseline obligations to
substantive economic conclusion | justify the rule, to either make a
that regulation is “cost-effective” | “cost-effectiveness™ determination
or that a non-cost-effective or a “necessity” determination. The
alternative was “necessary.” determination could be a basis for
additional litigation claims.
Introduces a requirement to

determine that the selected There is some uncertainty about
option is cost-effective, or, if how many cost-effective

EPA selects a non-cost-effective | alternatives EPA must screen and
option, to determine that there find to be unsuitable in order to
are no protective cost-effective conclude that a non-cost-effective
options; but these analytic alternative is necessary, but this is
burdens are bounded by what is | moderated by the “practicable”
practicable based on the language.

information already required to
be considered in the rulemaking.
Failure to meet the safety
standard is clearly a basis to
deem an alternative
unacceptable.

Arguably also implicitly limited
by the “reasonably
ascertainable” caveat in
paragraph (A), regarding
analysis of economic
consequences.

[ PAGE \* MERGEFORMAT ]

ED_002117_00008263-00012



This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

HR. 2576

Burden relative to baseline

Highest Introduced Burden

Highest Litication Risk

Relative to Baseline

EPA must either justify
substantive economic conclusion
that regulation is “cost-effective”
or that a non-cost-effective
alternative was “necessary.”

Introduces the same analytic
objectives as paragraph (B) as
modified, but the analysis is less
clearly bounded by the
information already required to
be considered in the rulemaking.
Failure to meet the safety
standard is very likely a basis to
deem an alternative
unacceptable.

Arguably implicitly limited by
the “reasonably ascertainable”
caveat in paragraph (A),
regarding analysis of economic
consequences.

Establishes a new legal duty, above
and beyond baseline obligations to
justify the rule, to either make a
“cost-effectiveness” determination
or a “necessity” determination. The
determination could be a basis for
additional litigation claims.

There is significant uncertainty
about how many cost-effective
alternatives EPA must screen and
find to be unsuitable in order to
conclude that a non-cost-effective
alternative is necessary.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 2/16/2016 5:48:49 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Request - "unreasonable risk"

Checking - thanks

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, February 16, 2016 12:47 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Request - "unreasonable risk"

Call Thursday afternoon sometime btw 2-57

Michal Hana Freedhoff, Ph.D.
Director of Oversight and {nvestigations
Office of Senator Edward 1. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Tuesday, February 16, 2016 12:37 PM
To: Freedhoff, Michal (Markey)

Subject: RE: Request - "unreasonable risk”

Michal — we’re glad to provide TA in whatever way work best for you and your colleagues. What’s your
timeframe on getting folks together — I'll check on availabilities. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhof@markey senate.gov]
Sent: Tuesday, February 16, 2016 12:28 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik@epa.gow>

Subject: Request - "unreasonable risk"

Sven
There's an interest on the part of some (bipartisan) Senate staff to walk through {conference call is fine, so is

mig, 50 is you sending us a TA document - whatever is best for you) the instances in TSCA where EPA’s practice
is NOT to consider costs as part of 'unreasonable risk’ determinations. The motivation for the question is
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section 5 exemptions, and whether EPA currently considers costs as part of deciding whether to grant them.
We thought it would be useful to go through these statute-wide rather than as they occurred to us.

Thanks
Michal

Michal Hlana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {(D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/2/2016 3:31:55 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties

Michal,

Responding to your followup TA request on CBI penalties.

House section 14(f) creates a prohibition on the use of CBL Section 14(f) relates back to section 14(a):
“No person who receives information as permitted under subsection (a) may use such information for
any purpose not specified in such subsection.” EPA has not identified any implementation concerns in
its own history relating to the scope of the authorized uses of TSCA CBI that are listed under 14(a).

However, because the House bill would amend section 15(1) to allow for enforcement of, inter alia,
“any requirement of this title”, the use restrictions in 14(f) would be enforceable under TSCA section 15
against persons authorized to receive the information, such as states. The substantive effect of this
conforming change on the enforceability against unauthorized use and disclosure of information under
section 14 may not have been intentional. The potential for imposition of civil and criminal penalties
may discourage states, local governments, tribes, and health and environmental professionals from
requesting and using CBI for legitimate purposes, for fear of inadvertently using or disclosing the
information in a manner not specified, and might be viewed as contrary to other efforts to increase
transparency.

This issue could be alleviated by inserting a sentence in revised section 15 stating, “This section does
not apply to the disclosure or use of information under section 2613 of this title”, or similar language.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Friday, February 26, 2016 11:30 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties

As a follow up, isn't this language in the House bill new? Any workability or other concerns here?

(f) PROHIBITION.—No person who receives information as permitted under subsection (a) may use such information for
any purpose not specified in such subsection, nor disclose such information to any person not authorized to receive such
information.

Michol Tana Freedhoff, Ph.D.
Director of Oversight & Investigations
Office of Senator Edward J. Morkey

ED_002117_00008265-00001



255 Dirksen Senate Office Building
Washington, DC 20810
202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailie: Kaiver. Sven-Erik@epa.gov]

Sent: Thursday, February 25, 2016 11:52 AM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties

Michal — Please see attached TA responding to your request on TSCA section 14 on CBI. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent
the policy positions of the agency and the administration on the bill, the draft language and the comments.
Please let me know if any additional questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhoff@markey senate.sov]
Sent: Thursday, February 18, 2016 4:09 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gow>

Subject: TA request section 14

Sven
House section 14 has a penalty provision related to disclosure of CBL

We are trying to compare this provision with other disclosure penalty provisions that exist in other statutes
administered by EPA. We are aware of EPCRA and SDWA provisions, some restrictions on the way RMP data is
disclosed, etc., but probably lack a full awareness/understanding of their similarities/differences.

Could you pull the examples of other provisions that create penalties for disclosure of CBI that are included in
EPA statutes and give us some basis to compare them with what is in House section 14, along with any
problems/limitations/workability concerns that may have been unintended/experienced in those existing
statutes? Happy to get any concerns about the way that House provision might be expected to work as weill.

Thanks
Michal

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {(D-MA)

ED_002117_00008265-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/12/2016 10:13:15 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA on SLC section 4

Attachments: Markey. TSCA TA.SLC Section 4 (4-12).docx

Michal,
This TA responds to the request on the SLC version of section 4. Note that the RLSO and comments in the
margins might not show up on a phone.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Monday, April 11, 2016 9:52 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: section 4

This is the SLC section 4 as redlined by me. some questions in here that | have already asked you but pls look generally,
and also see the global comment at the top. Noon tomorrow doable?

ED_002117_00008266-00001
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Senate Legislative Counsel
Draft Copy of O:\\WENWEI16208.XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

SEC. . TESTING OF CHEMICAL SUBSTANCES AND
MIXTURES.

GLOBAL COMMENT: Since there is now a subsection (a) and
(b) test authority, do some or all of the places where it says
subsection (a) be changed to (a) and (b)?

(a) In General.—Section 4 of the Toxic Substances Control Act (15 U.S.C. 2603) is
amended—

(1) by striking “test data” each place it appears and inserting “information”,
(2) by striking “data” each place it appears and inserting “information”,

(3) in subsection (a)(1)(B)(iit), by striking “and” at the end and inserting “or”; isn’t this
“or” in current law? In btw (a)(1) and (2) I see “and”.,

1 Commented [A1]: EPA TA: Yes. In any places that section

- 4dreferstorules; orders or consent agreements; with intent

to capture the new (b} authority, reference to {b) needs to
beadded. Forexample, current (b){1) {{new{cH{1}has
beenamended to indudeorders and consent agreements.
Butthe opening language of (bJ{1) needs to referto bas
well as a,

/—/’[ Commented [A2]: Have asked EPA
T

(4) by redesignating subsections (b) through (g) as subsections (c¢) through (h),
respectively;

(5) by inserting after subsection (a) the following:
“(b) Development of New Information.—
“(1) IN GENERAL.—In addition to the authority provided under paragraphs (1) and (2) of
subsection (a), the Administrator may, by rule, order, or consent agreement—
“(A) require the development of new information relating to a chemical substance or
mixture if the Administrator determines that the information is necessary—
“(1) to review a notice under section 5(d) or to perform a risk evaluation under
section 6;
“(ii) to implement a requirement imposed in a rule, consent agreement, or order
issued under section 5(e) or 5(f) or under a rule promulgated under section 6(a);

™ Commented [A3]: EPATA It is “and” In current law.
Thereisan “or” aftecfa){ 1AM but an “and” after
{aX{1}B)ii): Wethinkit should:remain an Yand”: {2}
establishes an additional showing that must be made when
EPA wants to require testing for mixtues.under (a}{1) =itis
notaseparate basis for testing:

_/«—”{Commented [AdY: Conformstonew 5

“(i11) pursuant to section 12(a)(4), or

“(iv) at the request of the implementing authority under another Federal law, to
meet the regulatory testing needs of that authority; and

“(B) require the development of new information for the purposes of prioritizing a
chemical substance under section 6(b) only if the Administrator determines that the
information is necessary to establish the priority of the chemical substance, subject to
the limitations that—

“(1) not later than 90 days after the date of receipt of information regarding a
chemical substance complying with a rule, consent agreement, or order issued
under this subparagraph, the Administrator shall designate the chemical substance

1

[date]
11:06 AM

N\

\\ "1 Commented [A5]: EPA TA: | don't believe 5e or §
\\ contemplaces rules:{and not sirre about consent

\\ agreerents)

{ Commented [A6): EPATA: Should be “in”

ED_002117_00008267-00001
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Senate Legislative Counsel
Draft Copy of O:\\WENWEI16208.XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

as a high-priority substance or a low-priority Eubstance]; and Commented [A7]: EPA TA: Note that this deadine may

i - . . .. S resultina sub i of es; by putting
(1) information required by the Administrator under this subparagraph shall these chenticals shead of chemicals with more praséing tisk

not be required for the purposes of establishing or implementing a minimum fssues,
information requirement of broader applicability.

“(2) IDENTIFIC ATIONS REQUIRED.—When requiring the development of new information
relating to a chemical substance or mixture under paragraph (1), the Administrator shall—

“(A) identify a 'jreasonable basis for concemn about the chemical substance or mixture

,,,,, — Commented [AS]:
and the need for the new information; .

“(B) describe how information reasonably available to the Administrator was used
to inform the decision to require new information;

“(C) explain the basis for any decision that requires the use of vertebrate animals;
and

“(D) as applicable, explain why issuance of an order is warranted instead of
promulgating a rule or entering into a consent agreement.

“(3) TIERED SCREENING AND TESTING PROCESS.—When requiring the development of new
information under this subsection, the Administrator shall employ a tiered screening and
testing process, under which the results of screening-level tests or assessments of available
mformation inform the decision as to whether 1 or more additional tests are necessary,
unless information available to the Administrator justifies more advanced testing of
potential health or environmental effects or potential exposure without first conducting
screening-level testing.

[(4) RELATIONSHIP TO OTHER LAW.—For purposes of this Act, a rule, order, or consent
agreement issued under this subsection shall be itreated as a rule, order, or consent
agreement issued inder subsection (a).”; [suggested addition to capture applicability of e
other provisions in TSCA to this new subsection in the same way as the other provisions
apply to subsection (H) 11 e

Commented [A9): EPATA Suggest changing to "treated
fry the same manner as a rule under subsection (8}

Commented [A10Y%: Running traps wEPA but subsection
fa)d t have order or consent agr tauthority

(6) in subsection (c) (as redesignated by paragraph (4))—
(A) by striking “standards™ each place it appears in paragraphs (1) and (2) and
mserting “protocols and methodologies™,
(B) in paragraph (1)}—

(1) in the paragraph heading, by inserting “, ORDER, OR CONSENT AGREEMENT”’
after “RULE™; and

(i1) by inserting “, order, or consent agreement” after “rule” each place it
appears;

(C) in paragraph (2)—
(1) in subparagraph (A)—

[date]
11:06 AM

ED_002117_00008267-00002
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Senate Legislative Counsel
Draft Copy of O:\\WENWEI16208.XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

(I) by inserting after the first sentence the following: “Protocols and
methodologies for the development of information may also be prescribed

for the assessment of jpotential exposire to humans or the environment.”: and—"

(IT) in the last sentence, by striking “hierarchical tests” and inserting
“tiered testing™; and

(i1) in subparagraph (B), by inserting “, orders, or consent agreements”™ after
“mles”;
(D) in paragraph (4)—
(1) by inserting “, order, or consent agreement” after “Any rule”,
(i1) by striking “subsection (c)(3)(B)” and nserting “subsection (d)(3)(B)™;
(ii1) by inserting “or order or modifies the consent agreement to terminate the
requirement” after “repeals the rule™,
(iv) by inserting “, order, or consent agreement” after <, and a rule”,

(v) by striking “repeals the application of the rule” and mserting “repeals or
modifies the application of the rule, order, or consent agreement™; and

(vi) by inserting “or order or modifies the consent agreement to terminate the
requirement” before the period at the end; and

(E) in paragraph (5), by striking *, except that” and all that follows through “of such

Commented [A11]:

iSUbSGCtiOH?’; ,/—/’{ Commented [A12]: Need to delete all of paragraph 5

(7) in subsection (d) (as redesignated by paragraph (4))—
(A) in paragraph (1), by inserting “or order” after “rule”,

(B) in paragraph (2)—

(1) in subparagraph (A), by striking “with a rule” and all that follows through
“such a rule” and inserting “with a rule, order, or consent agreement under
subsection (a) or for which information is being developed pursuant to such a
rule, order, or consent agreement™,

(11) in subparagraph (B), by striking “such rule or which is being developed
pursuant to such rule” and inserting “such rule, order, or consent agreement or
which is being developed pursuant to such rule, order, or consent agreement™; and

(1i1) in the undesignated matter following subparagraph (B), by inserting “or
order” after “rule”™;

(C) in paragraph (3)B)(1), by inserting “, order, or consent agreement™ after “rule”,
and

(D) in paragraph (4), by inserting *, order, or consent agreement” after “rule” each
place it appears;

[date]
11:06 AM

ED_002117_00008267-00003
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Senate Legislative Counsel
Draft Copy of O:\\WENWEI16208.XML

This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

(8) in subsection (e) (as redesignated by paragraph (4))—

(A) in the first sentence, by inserting *, order, or consent agreement” after “rule”,
and

(B) in the second sentence—
(i) by striking “have been received” and inserting “has been received”; and
(i1) by striking “standards™ and inserting “protocols and methodologies™,
(9) in subsection (f) (as redesignated by paragraph (4))—
(A) in paragraph (1)—
(1) in subparagraph (A), in the first sentence of the matter preceding clause (i),

by striking “promulgation of a rule” and inserting “development of information™,
and

(i1) in subparagraph (B)—

(D) in the second sentence, by striking “preceeding” and inserting
“preceding”™; and

(IT) in the last sentence—

(aa) by inserting “issue an order or consent agreement” after “either”; /,_—/{Cummented [A13]: EPA TA: Need “or” after agreement ]

(bb) by striking “or if such” and inserting “, or if such an order or
consent agreement is not issued or such™; and

(cc) by inserting “issuing such an order or consent agreement or”
after “reason for not™; and

(B) in paragraph (2} A)—
(1) in the matter preceding clause (1), by striking “eight™ and inserting “10”; and
(i1) by adding at the end the following:

“(ix) One member appointed by the Chairman of the Consumer Product Safety
Commission from Commissioners or employees of the Commission.

“(x) One member appointed by the Commissioner of Food and Drugs from
employees of the Food and Drug Administration.”,

(10) in subsection (g) (as redesignated by paragraph (4)), in the first sentence of the
undesignated matter following paragraph (2)—

(A) by striking “from cancer, gene mutations, or birth defects™,
Strike “data or” in that sentence that mncludes “such data or information, initiate”

(B) by striking “or information, initiate appropriate” and inserting “, initiate
applicable™; and

[date]
11:06 AM

"t Commented [A14]: EPATA Shouldn’t it be “data” not
“information’ that is stricken here?

ED_002117_00008267-00004
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Senate Legislative Counsel
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This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

(C) by inserting “, without consideration of costs or other nonrisk factors,” after “a
finding™;
(11) in subsection (h) (as redesignated by paragraph (4))—

(A) in the subsection heading, by striking “Standards for the Development of Test
Data™ and inserting “Protocols and Methodologies for the Development of
Information™;

(B) by striking “standards™ each place it appears and inserting “protocols and
methodologies™, and

(C) in the first sentence, by inserting “, order, or consent agreement” after “rule”,
and

(12) by adding at the end the following:

“(1) Reduction of Testing on Vertebrates.—

“(1) IN GENERAL.—The Administrator shall minimize, to the extent practicable, the use of

vertebrate animals in testing of chemical substances or mixtures under this Act, by—

“(A) prior to making a request or adopting a requirement for testing using vertebrate

animals and in accordance with subsection (b)(2), taking into consideration, as
appropriate and to the extent practicable, reasonably available existing information,
including—

“(1) toxicity information;
“(i1) computational toxicology and bioinformatics, and

“(ii1) high-throughput screening methods and the prediction models of those
methods; and

“(B) encouraging and facilitating—

“(1) the use of test methods that eliminate or reduce the pse of animals while

providing information of high scientific quality;

“(i1) the grouping of 2 or more chemical substances into scientifically
appropriate categories in cases in which testing of a chemical substance would
provide reliable and useful information on other chemical substances in the
category; and

“(ii1) the formation of industry consortia to jointly conduct testing to avoid
unnecessary duplication of tests.

“(2) IMPLEMENTATION OF ALTERNATIVE TESTING METHODS.—T0 promote the
development and timely incorporation of new testing methods that are not based on
vertebrate animals, the Administrator shall—

“(A) not later than 2 years after the date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act, develop a strategic plan to promote the

5
[date]
11:06 AM

1 Commented [A15]: EPA TA: We have commented
previously that this section uses both “vertebrate” animals
and “animals” raising questions about scope:: The apparent
intent is to apply to vertebrates. Thisisa new use of
“animal”not in earlier drafts:

ED_002117_00008267-00005
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This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

development and implementation of alternative test methods and testing strategies to
reduce, refine bnd replace animal testing for assessing risks of injury to health or the

environment of chemical substances or mixtures through, for example—

“(i) computational toxicology and bicinformatics,
“(i1) high-throughput screening methods;

“(i11) testing of categories of chemical substances;
“(iv) tiered testing methods;

“(v) toxicity pathway-based risk assessments;
“(vi) in vitro studies;

“(vii) systems biology;

“(viii) new or revised methods identified by validation bodies such as the
Interagency Coordinating Committee on the Validation of Alternative Methods or
the Organization for Economic Cooperation and Development; or

“(ix) industry consortia that develop testing data submitted under this Act;
“(B) as practicable, ensure that the strategic plan developed under subparagraph (A)
is reflected in the development of requirements for testing under this section;

“(C) identify in the strategic plan developed under subparagraph (A) particular
alternative test methods or testing strategies, which should be updated on a rolling
basis, that do not require new vertebrate animal testing and are scientifically reliable,
relevant, and capable of providing information of equivalent scientific reliability and
quality to that which would be obtained from vertebrate animal testing;

“(D) provide an opportunity for public notice and comment on the contents of the

plan developed under subparagraph (A), including the criteria for considering scientific

reliability, relevance, and equivalent information and the test methods and strategies
identified in subparagraph (C),

“(E) beginning on the date that is 5 years after the date of enactment of the Frank R.
Lautenberg Chemical Safety for the 21st Century Act and every 5 years thereafter,
submit to Congress a report that describes the progress made in implementing the plan
developed under subparagraph (A) and goals for future alternative test methods
implementation; and

“(F) prioritize and carry out performance assessment, validation, and translational

studies to accelerate the development of test methods and testing strategies that reduce,

refine, or replace the use of vertebrate animals, including minimizing duplication, in
any testing under this title.

“(3) CRITERIA FOR ADAPTING OR WAIVING L&MMAL TESTING REQUIREMENTS.—On request
from a manufacturer or processor that is required to conduct testing of a chemical substance
or mixture on vertebrate animals under this section, the Administrator may adapt or waive

[date]
11:06 AM

6

P Commented [A16]: EPA TA: Previously this was “or”, and
. it's "or” below in {F).

Commented [A17]: EPA TA: Another example of

N\ “animal”. There might be a significant difference between

\ f:developing aplan to reduce vertebrate animal testingand a
\ {iplan to reduce allanimal testing.

Commented [A18): EPA TA This langudge IS new. Why
try to summarize here the purpose oftesting?: Not
necessarily a big deal.

1 Commented [A19]: EPATA “Animal” point agairi; Should
EPA be considering waivers for non-vertebrate animals?
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This language is provided by EPA as technical assistance in response to a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

the requirement, if the Administrator determines that—

“(A) there 1s sufficient evidence from several independent sources of information to
support a conclusion that a chemical substance or mixture has, or does not have, a
particular property if the information from each individual source alone is insufficient
to support the conclusion;

“(B) as aresult of 1 or more physical or chemical properties of the chemical

substance or mixture or other toxicokinetic considerations—
“(1) the chemical substance cannot be absorbed; or
“(i1) testing for a specific endpoint is technically not practicable to conduct; or

“(C) a chemical substance or mixture cannot be tested in vertebrate animals at
concentrations that do not result in significant pain or distress, because of physical or
chemical properties of the chemical substance or mixture, such as a potential to cause
severe corrosion or severe irritation to the tissues of the animal.

“(4) VOLUNTARY TESTING.—

“(A) IN GENERAL.—Any person developing information for submission under this
title on a voluntary basis and not pursuant to any request or requirement by the
Administrator shall first attempt to develop the information by means of an alternative
or nonanimal test method or testing strategy that the Administrator has determined
under paragraph (2 )(C) to be scientifically reliable, relevant, and capable of providing
mformation of equivalent scientific reliability, before conducting new animal testing.

“(B) RELATIONSHIP TO OTHER LAW.—A violation of this paragraph shall not be a
prohibited act under section || 5‘.”. Commented [A20]:

(b) Conforming Amendments.—|Once all of the sections are rolled together into 1 draft, need
to check the TSCA conforming amendments below against the other section text. ]

(1) Section 5(b)(1)B)X(i1) of the Toxic Substances Control Act (15 U.S.C.
2604(b)(1)(B)(11)) is amended by striking “section 4(c)” and inserting “section 4(d)”.

(2) Section 31 of the Toxic Substances Control Act (15 U.S.C. 2601) is amended by
striking “section 4(f)” and inserting “section 4(g)”.

[date]
11:06 AM
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/19/2016 10:29:14 AM

To: Michal_Freedhoff@markey.senate.gov

Subject: Fwd: Sen. Markey TSCA TA request on revised House section 5 (4-18)

Michal - checking on version. Thanks,
Sven

Begin forwarded message:

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate gov>
Date: April 19,2016 at5:11:16 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erk(@epa.gov>

Subject: Re: Sen. Markey TSCA TA request on revised House section 5 (4-18)

Sven - | think you guys might have commented on the 4/12 version not the most recent. Can you pls check?
The files are named the same - the time/date stamp is on lower ths of the page.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA}

From: Kaiser, Sven-Erik

Sent: Monday, April 18, 2016 9:19 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA request on revised House section 5 (4-18)

Michal- the attached TA responds to the request on revised House section 5.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

ED_002117_00008270-00001



Message

From:
Sent:
To:
CC:

Subject:

Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

4/7/2016 11:28:18 PM

Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Karakitsos, Dimitri (EPW) [Dimitri_Karakitsos@epw.senate.gov]; Deveny, Adrian (Merkley)
[Adrian_Deveny@merkley.senate.gov]; Black, lonathan (Tom Udall) [lonathan_Black@tomudall.senate.gov]
Re: SEPW TSCA TA on section 5

Got it - checking

On Apr 7, 2016, at 7:23 PM, Freedhoft, Michal (Markey) <Michal Freedhotfi@markeyv.senate.gov> wrote:

Thanks. quick alternative for vou on 5{a). Would this or something like it work? could we then restore the old {b}{3}?

(i) such person submits to the Administrator, at least 90 days before such manufacture or processing, a notice, in

accordance with subsection (d), of such person’s intention to manufacture or process such substance, and the Administrator
has conducted a review and made a determination under paragraph (3) or subsection (g), and such person complies with
any applicable requirement of subsections (b), (e) or (f); and

Michal Tana Freedhoff, PhD,

Director of Oversight & Trnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagel0l.png><imagel0Z. pngx<imagell3. pngr<imagelDd . jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.qov]

Sent: Thursday, April 07, 2016 7:03 PM

To: Freedhoff, Michal (Markey)

Cc: Karakitsos, Dimitri (EPW); Deveny, Adrian (Merkley); Black, Jonathan (Tom Udall)
Subject: Re: SEPW TSCA TA on section 5

Section 4 in progress and should follow tonight. Thanks,

Sven

On Apr 7, 2016, at 6:58 PM, Freedhoft, Michal (Markey) <Michal Freedhoffl@markey.senate . gov> wrote:

Tharnk you very much

Michal Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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Connect with Senator Markey
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From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Thursday, April 07, 2016 6:54 PM

To: Freedhoff, Michal (Markey); Karakitsos, Dimitri (EPW); Deveny, Adrian (Merkley); Black, Jonathan (Tom Udall)
Subject: SEPW TSCA TA on section 5

Attached please find the requested TA on the revised section 5.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 11/2/2016 9:50:46 PM

To: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

Subject: Sen. Udall Inquiry on TSCA Section 5

Jonathan — thanks for the request on TSCA Section 5 new chemicals. By specifics, what level of detail are you
interested in — do you want the names of the chems? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Black, Jonathan (Tom Udall) [mailto:Jonathan_Black@tomudall.senate.gov]
Sent: Wednesday, November 02, 2016 2:54 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: Section 5

Hi Sven, | was wondering i you could give me an update on how things are progressing with
Section 5 reforms o new chemicals, | possible, § would be helpful to have some specifics abouwt
chemicals thal are moving forward and soms that are not. Thanks

-~-Jonathan
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 3/15/2016 8:54:51 PM

To: 'Freedhoff, Michal (Markey)' [Michal_Freedhoff@markey.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]; Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]

Subject: Sen. Markey TSCA TA on Section 14(i)

Michal,

Please see TA responding to your request on section 14(i) and CBI claims substantiation limits.

Does this section prevent epa from continuing the CBI reviews (I believe of health and safety mostly)
that EPA is currently undertaking? Or just does so after the rules are in effect?

Response: Section 14(i) limits the extent to which EPA can require substantiation or resubstantiation of old CBI
claims, but EPA would not read it as limiting the Agency’s authority to review old CBI claims. While that
interpretation could be open to some challenge, EPA believes it is the better interpretation of 14(f) and 14(i)
read together.

Even though EPA would not be able to require substantiation in some circumstances under the Senate bill,
EPA could nonetheless request substantiation in conjunction with a review and make a determination on the
claim whether or not the submitter provides substantiation based on the information in the Agency’s
possession.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Micha!l Freedhoft@markey.senate.pov]

Sent: Tuesday, March 15, 2016 2:14 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-FrikiBepa.gov>

Cc: Black, Jonathan (Tom Udall) <jonathan Black@®iomudall senate pov>; Deveny, Adrian (Merkley)
<Adrian Deveny@merkley. senate gov>

Subject: Section 14(i)

Does this section prevent epa from continuing the CBI reviews {| believe of health and safety
mostly) that EPA is currently undertaking? Or just does so after the rules are in effect?

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {(D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/11/2016 3:28:23 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Sen. Markey TSCA TA request - House fees

thanks

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Friday, March 11, 2016 10:25 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA request - House fees

Oh — and 14 today too

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto Kaser Sven-Erik@epa.gov]
Sent: Friday, March 11, 2016 10:23 AM

To: Freedhoff, Michal (Markey)

Subject: RE: Sen. Markey TSCA TA request - House fees

Michal — we want to make sure we are focusing TA efforts most efficiently — are we right in thinking that it's
fees and section 8 today, tomorrow and Sunday will be sections 5 and 6? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhoff@markey senate.sov]
Sent: Friday, March 11, 2016 5:05 AM
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To: Kaiser, Sven-Erik <kaiser Sven-Erik@ena.gov>; Black, Jonathan (Tom Udall) <lonathan Black@tomudall senate zov>;
Deveny, Adrian (Merkley) <Adrian Devenv@merkley. senate.pov>
Subject: Re: Sen. Markey TSCA TA request - House fees

Quick follow up question for you Sven
Would changing "defray the cost of administering the provision for which suhe fee is collected” to

"Defray the cost of administering the provision and any other activities under the act related to the chemical
substance or midure for which such fee is collected” address one of the points you make below?

Would this change above allow you to protect or decide to release CB that was included in a risk evaluation or
test data, for example? Would it allow yvou to use the results of the test when conducting the risk evaluation
or doing risk management?

| recognize that the solution above probably does not address the core resubstantiation obligations provided
in the senate bill in section 8. But could it address the guestion of industry-requested RES and whether the
fees for the RE could then be used for rulemaking?

Quick turnaround needed - mtg on this is at 1:30. Feel free to suggest alternatives if what | wrote makes no
5ense, -}

Thx
Y

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)

From: Kaiser, Sven-Erik

Sent: Thursday, March 10, 2016 5:45 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA request - House fees

Michal,
This responds to your TA request on House fees language and section 4.

Under either the House bill or the House offer, section 26(b)(1) provides that fees collected can be used only to
“defray the cost of administering the provision of [TSCA] for which such fee is collected.” In general, it will be
difficult to interpret and implement restrictions on the use of fees that are expressed in terms of the particular
provision of TSCA that EPA can administer using the fees, since these do not necessarily align with
recognized program areas or budget categories. A more descriptive statement of the program functions for
which fees can be spent would be a help to EPA in adhering to these spending restrictions.

Constraining the use of fees in this manner will likely lead to other sorts of implementation problems. For
example, it appears that fees collected for data submitted under section 4 could only be used to cover the cost
of collecting the information, not of using the information to perform risk evaluations. This is because the fee
collection authority would be categorized under section 4, yet the use of the information in a risk evaluation
would be under section 6(b). Furthermore, because CBI review obligations are undertaken under section 14,
EPA could not use these fees to defray the cost of reviewing and otherwise processing CBI claims. Finally,

a manufacturer’s decision to request a risk evaluation may eventually result in EPA being subject to a legal
obligation to undertake risk management rulemaking, but EPA could not use industry fees to defray the cost of
that rulemaking.
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The House offer partially addresses these implementation concerns regarding funding by adding fee collection
authority for EPA initiated risk evaluations (the House bill only provides for fees {o defray risk evaluation when
industry requests the risk evaluation). However, the House offer still does not provide fee collection authority or
other resources to defray the significant costs associated with risk management or the costs to review CBI
claims. This is especially problematic in combination with the House offer’s introduction of a new and very
resource intensive program for the review of older CBI claims.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:®ichal Freedholl@®markey senate. gov]

Sent: Thursday, March 10, 2016 3:33 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-FrikiBepa.gov>

Cc: Black, Jonathan (Tom Udall) <jonathan Black@tomudall senate.gov>; Deveny, Adrian (Merkley)
<Adrian Deveny@merkley.senate.gov>

Subject: TA request - House fees

Sven

House fees language basically says that a fee collected under section 4 can only be used for section 4 activities,
and so forth. Does EPA have any workability or other concern associated with this provision?

Thanks
Michal

Michal Hlana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA)
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/21/2016 1:19:07 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen Markey TSCA TA Re: confidential draft

Call on again- we cleared the line. Sorry

On Apr 21, 2016, at 9:16 AM, Freedhoff, Michal (Markey) <Michal Freedhof@markeyv.senate.gov> wrote:

| digled this # but there are people talking sbout a different topic

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageQ0l.pngr<imagel02.png><imagel03. pngx<image 04 jpe>

From: Kaiser, Sven-Erik [mailio: Kabser Sven-ErikBena, aov]
Sent: Wednesday, April 20, 2016 10:16 PM

To: Freedhoff, Michal (Markey)

Subject: Re: Sen Markey TSCA TA Re: confidential draft

i
Ex. 6 - Personal Privacy code : Ex. 6 - Personal Privacy
L

Sven

On Apr 20, 2016, at 10:12 PM, Freedhoff, Michal (Markey) <Micha!l Freedhofi@markey senate gov> wrote:

Thanks. Maybe around 9:157

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)

From: Kaiser, Sven-Erik

Sent: Wednesday, April 20, 2016 10:01 PM

To: Freedhoff, Michal (Markey)

Subject: Sen Markey TSCA TA Re: confidential draft

Michal,

We went through the narrative points below and would be happy to walk you through our TA. Please let me know best
time Thurs morning. In addition we plan to provide TA on the nomenclature, animal testing and section 6 language as
soon as possible. Please let me know if any questions. Thanks,

Sven

On Apr 20, 2016, at 6:33 PM, Freedhoff, Michal (Markey) <hichal FreedhoffBmarkey senate.gov> wrote:

ED_002117_00008284-00001



Pls review. Section 6 coming soon.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and {nvestigations
Office of Senator Edward 1. Markey {D-MA}

From: McCarthy, David <David MoCarthyv@mail house gov>

Sent: Wednesday, April 20, 2016 6:29 PM

To: Jackson, Ryan (Inhofe); Karakitsos, Dimitri (EPW); Poirier, Bettina (EPW); Black, Jonathan (Tom Udall); Freedhoft,
Michal (Markey)

Cc: Cohen, Jacqueline; Sarley, Chris; Couri, Jerry; Richards, Tina; Kessler, Rick

Subject: FW: confidential draft

On the House side we’ve been working hard to develop some fixes that can make a bi-par House vote possible:
On section 26 we will go with the draft as is, including Senate science language.

On section 6 (Aprill12 draft) -  On page 2 — keep the factors to consider for selecting chemicals for prioritization
but drop the requirement that EPA do a rulemaking for a year to articulate those standards.

- On page 4 keep the low priority designation but in the description of low priority substances, change “not likely
to present” to “likely not to present”

- On page 4, delete the distinction for inactive substances

- On page 6-7, delete paragraph (C) —

- On page 8§, line 13 delete (i} [info request] and (ii) [notice and comment]

- On page 10, line 17, delete (B) This is covered by our section 26

- Onpage 12 - delete notice and comment on requests for risk evaluation. Seems to suggest that EPA prioritizes
manufacturer risk evaluations, instead of first-come first-served. -

In the new language from Dimitri and Michal, keep the new arrangement for (c)(2)(A) [including new Senate
treatment of “cost-effective”, etc] but in {c){(2){A){iv){lI) delete “quantifiable and non-quantifiable”

On articles in 6 delete “or category of articles” in one place but not both. It's not needed where bracketed below.
“{D) ARTICLES.—In selecting among prohibitions and other restrictions, the Administrator shall apply such prohibitions
or other restrictions to an article or category of articles containing the chemical substance or mixture only to the extent
necessary to address the identified risks from exposure to the chemical substance or mixture from the article [or
category of articles], so that the substance or mixture does not present an unreasonable risk identified in the risk
evaluation conducted in accordance with subsection (b)(4){A).

We're still working on 5, including considering a change to your SNU articles language.

On section 8:

Use either the short or long versions that you have sent us, but include the 2 savings clauses that were drafted earlier
and which you guys have.

In section 14 some concerns about the distinction being drawn between non-emergency and emergency situations —
if a release of the chemical substance has occurred or one or more people being treated have been exposed, it
would seem like you have moved into the emergency category.

- Onpage 22, it might make sense to drop the distinction for inactive substances if we drop the extra bar for
designating those as high priority.

On section 4:

- Permit section 4{a) testing when a chemical may present an unreasonable risk by order as well as by rule.

Keep tiered testing, but tweak it:
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“(4) TIERED TESTING.—When requiring the development of new information under this subsection, the
Administrator shall consider employing a tiered screening and testing process, under which the results of
screening-level tests or assessments of available information inform the decision as to whether 1 or more
additional tests are necessary, unless information available to the Administrator justifies more advanced testing
of potential health or environmental effects or potential exposure without first considering [conducting]
screening-level testing.”’;

<animal 02 xml.pdf>
<nomenclature with savings.pdf>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/15/2016 2:17:46 AM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]
Subject: Re: Sen. Markey TSCA TA Request on PBTs - clarification question
Thanks

On Apr 14, 2016, at 10:11 PM, Freedhoff, Michal (Markey) <Michal Freedhoffymarkey senate gov> wrote:

YE&s

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageQ0l.ongr<imagel02.png><imagel03. pngx<image 04 jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Thursday, April 14, 2016 10:07 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on PBTs - clarification question

Michal,
We have a question on this request.

Is the "exposure assessment" the determination under (X)(1)(B) that "exposure . . . under the conditions of use
is likely to the general population, a potentially exposed or susceptible subpopulation identified by the
Administrator, or the environment, on the basis of an exposure and use assessment conducted by the
Administrator”

Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markev.senate gov>

Date: April 14, 2016 at 9:46:28 PM EDT
To: "Kaiser, Sven-Erik" <Kaiser. Sven-Erik@enagow>
Subject: RE: Sen. Markey TSCA TA Request on PBTs

Something like this

(a) Scope oF REGuLATION. If the Administrator determines in accordance with subsection (b)(4)(A) that the manufacture,
processing, distribution in commerce, use, or disposal of a chemical substance or mixture, or that any combination of such activities,
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presents an unreasonable risk of injury to health or the environment, [or, for a chemical substance designated under subsection PBT,
the risk posed by the substance as evaluated under subsection (exposure assessment)]. the Administrator shall by rule, and subject to
section 18 and in accordance with subsection (¢)(2), apply one or more of the following requirements to such substance or mixture to

the extent necessary so that the chemical substance no longer presents such risk.:

Michal Tiona Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
258 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageQ0l.pngr<imagel02.png><imagel03. pngx<image 04 jpe>

From: Kaiser, Sven-Erik [mailio: Kabser Sven-ErikBena, aov]
Sent: Thursday, April 14, 2016 5:47 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on PBTs

TSCA team — please see Michal's request on PBTs. Thoughts? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhof@markey senate.gov]

Sent: Thursday, April 14, 2016 5:43 PM
To: Kaiser, Sven-Erik <Kaiser. Sven-Erik@epa.gow>
Subject: Pbts again

Dimitri doesn't like the para 4 and 5 stuff on fixing the unreasonable risk piece. He says can'tdo a UR

finding w"o an RE. Proposes that the text in 6{(a) that used to just say "identified under the PBT section” could
instead say "or, in the case of a PBT identified in the PBT section, the risk posed by the PBT " or something like
that? | am in w them now and can’t talk by phone but figured you can start people thinking.

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {(D-MA)

ED_002117_00008289-00002



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 11/29/2016 8:45:48 PM

To: Black, Jonathan (Tom Udall) [Jonathan_Black@tomudall.senate.gov]

Subject: RE: Udall: With EPA Announcement of First 10 Chemicals for Review Under New Law, Historic Chemical Reform Bill
Already Working to Keep Americans Safe

Thanks

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Black, Jonathan (Tom Udall) [mailto:Jonathan_Black@tomudall.senate.gov]

Sent: Tuesday, November 29, 2016 3:45 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: FW: Udall: With EPA Announcement of First 10 Chemicals for Review Under New Law, Historic Chemical Reform
Bill Already Working to Keep Americans Safe

From: Tom Udall Press Office

Sent: Tuesday, November 29, 2016 3:44 PM

To: Tom Udall Press Office <NEWS PressOffice@tomudall.senate.gov>

Subject: Udall: With EPA Announcement of First 10 Chemicals for Review Under New Law, Historic Chemical Reform Bill
Already Working to Keep Americans Safe

For Immediate Release

November 29, 2016

Contact: Jermifer Talhelm

202.228.6870 | news@tomudall senate.gov | @SenatorTomUdall

Udall: With EPA Announcement of First 10 Chemicals for Review Under New
Law, Historic Chemical Reform Bill Already Working to Keep Americans Safe

WASHINGTON — Today, U.S. Senator Tom Udall welcomed the Environmental Protection Agency’s (EPA)
announcement of the first 10 chemicals that the agency will review for possible risks to public health and the
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environment, as required under Udall’s Frank R. Lautenberg Chemical Safety for the 21st Century Act. Udall’s
landmark, bipartisan bill, which was signed into law by President Obama in June, reforms the broken Toxic
Substances Control Act of 1976 (TSCA), ensuring that children and communities across the nation are protected
from dangerous chemicals.

Udall’s bill was the first overhaul of the 1976 TSCA law, a badly broken system that rendered the EPA virtually
powerless to regulate the safety of chemicals manufactured and used in commerce. Under the initial TSCA law, tens
of thousands of chemicals - including well-documented carcinogens - have been on the market for decades without
meaningful regulation or safety evaluation. The EPA’s announcement today of the first 10 chemicals it will review
complies with the new law’s requirement that the EPA release such a list by December 19, 2016.

“Iam encouraged by today’s news that the EPA has identified the first 10 chemicals for review under the new
chemical safety reform law,” Udall said. “This is one of the first actions required under the reformed law, which
was overwhelmingly supported in both houses of Congress and signed by the President in June of this year. It is
welcome news that the EPA has listed 10 potentially dangerous chemicals that warrant greater scrutiny for the
protection of public health. While there is ample evidence linking these chemicals to cancer and other severe health
problems, they have been on the market largely unchecked and unregulated for decades. That’s unacceptable, and
that is why we worked so tirelessly to reform our broken chemical safety law. Today’s action sends a powerful
signal to consumers to limit their exposure to chemicals of concern, and to businesses to reduce their use and seek
innovative, safer alternatives. Now, we must ensure a seamless transition into the new administration, so that this
new chemical safety reform bill can continue to do its job to protect our children and families.”

The first 10 chemicals to be evaluated are:

¢ 1,4-Dioxane

¢ 1-Bromopropane

e Asbestos

e Carbon Tetrachloride

e Cyclic Aliphatic Bromide Cluster (HBCD)

s  Methylene Chloride (MC)

s  N-methylpyrrolidone (NMP)

s Pigment Violet 29

s Tetrachloroethylene, also known as perchloroethylene (perc)
s Trichloroethylene (TCE)

The EPA must now complete risk evaluations for the 10 chemicals within three years, and if a chemical is
determined to pose a public health or environmental risk, the EPA must take action to mitigate the risk within two

years. In the near future, the EPA will designate additional chemicals for safety evaluation.

HH##
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 8:31:22 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

CC: Deveny, Adrian (Merkley) [Adrian_Deveny@merkley.senate.gov]; Black, Jonathan (Tom Udall)
[Jonathan_Black@tomudall.senate.gov]

Subject: Re: Sen. Markey TSCA TA on house Section 19 {4-23)

hold on- checking. Thanks

On Apr 23, 2016, at 4:30 PM, Freedhoff, Michal (Markey) <Michal Freedhoff{@markey. senate.gov> wrote:

Just verifying before proceeding that you checked conforming edits at the end of the Lill?

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imageQ0l.pngr<imagel02.png><imagel03. pngx<image 04 jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Saturday, April 23, 2016 4:29 PM

To: Freedhoff, Michal (Markey); Deveny, Adrian (Merkley); Black, Jonathan (Tom Udall)
Subject: Sen. Markey TSCA TA on house Section 19 (4-23)

Michal,
While we continue to work on the TA requests on 14 and other sections, we wanted to pass along TA on house
section 19 (4-23).

The House discussion draft leaves section 19 from current TSCA un-amended, except for the addition of
judicial review of low-priority determinations. Thus, in contrast to the Senate bill and offer, it does not:

-- provide for judicial review of test orders under section 19

-- provide for judicial review of rules other than the rules currently enumerated in section 19
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-- provide for judicial review of determinations that a chemical substance does not present unreasonable risk
under section 19 (including the substantial evidence review the senate bill and offer would afford).

Note that this does not mean that these EPA actions will not be judicially reviewable. Rather, they would be
reviewable in federal district court, rather than the court of appeals, and would be subject to the general federal
6-year review period, rather than the 60 days provided for in section 19.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]
Sent: 4/5/2016 1:23:34 AM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]
Subject: Re: Senate TSCA TA on Revised section 4
Michal,

We're having a call on section 5 shortly. Please let me know if anything to tell the team. Thanks,
Sven

On Apr 4, 2016, at 9:01 PM, Freedhoft, Michal (Markey) <Michal Freedhoffl@markey.senate.gov> wrote:

Tharnk you very much

Michal Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagalQl.pngr<imagel2.png><imagell3. pngr<imagel04.jpg>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]
Sent: Monday, April 04, 2016 7:02 PM

To: Freedhoff, Michal (Markey)

Subject: Senate TSCA TA on Revised section 4

Michal,
Please see TA requested on the revised section 4. Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

ED_002117_00008302-00001



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/2/2016 3:23:39 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA request on section 5 PBTs

Attachments: Markey. TSCA TA.section 5 PBTs.docx

Michal — please see the attached document in response to your TA request on PBTs. Please let me know if
any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Monday, February 29, 2016 1:59 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA PBTs on New Chemicals

Sven:

Wanted to confirm EPA views of a proposed change to section 5 PBT language following on this older TA.  Is the new
alternative likely to result in a more stringent ocutcome than 5 8877 If not, can you suggest a tweak?

Thanks

Michal

Proposing to change from

D) PERSISTENT AND BIOACCUMULATIVE SUBSTANCES.—For a chemical substance the Administrator
determines, with respect to persistence and bioaccumulation, scores high for 1 and either high or moderate for the other,
pursuant to the TSCA Work Plan Chemicals Methods Document published by the Administrator in February 2012 (or a
successor Methods Document), the Administrator shall, in selecting among prohibitions and other restrictions that the
Administrator determines are sufficient to ensure that the chemical substance is not likely to present an unreasonable risk
of injury to health or the environment, reduce potential exposure to the substance to the maximum extent practicable.

To
D) PERSISTENT AND BICACCUMULATIVE SUBSTANCES.—In selecting among prohibitions and other
restrictions for a chemical substance that is a persistent and bioaccumulative substance, the Administrator shall act in a
manner consistent with the TSCA Policy Statement on Persistent, Bioaccumulative and Toxic New Chemical Substances
published by the Administrator in November 1999 (or a successor Policy Statement).

Michol Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Morkey
255 Dirksen Senate Office Building
Washington, DC 20810

202-224-2742
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Connect with Senator Markey

From: Kaiser, Sven-Erik [mailio Kaiser Sven-Erk@epa.gov]
Sent: Thursday, December 03, 2015 7:20 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA PBTs on New Chemicals

Michal,

This responds to your TA request on new chemical reviews. Please let me know if any additional questions
Thanks,

Sven

Question: If EPA WAS told to score new chemicals using TSCA methods document criteria, a) would EPA have enough
information on the new chemical to do so, and b) how long would scoring take {days, weeks, months, etc?)

a) Yes, EPA would be able to score new chemicals in the same way it scores chemicals pursuant the TSCA Work
Plan Methods document, and
b) The time to do so would not extend the PMN process beyond allotted 90-day deadline.

However, we'd note that application of the New Chemical PBT policy referenced in previous TA is likely to be more
stringent than the risk management standard included in the Senate PBT provision - “reduce exposure to the
maximum extent practicable”

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhoff@markey senate.sov]
Sent: Thursday, December 03, 2015 4:22 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gow>

Subject: RE: Sen. Markey TSCATA on PBTs
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Quick follow up for you — would be great to get this by 5 pm or shortly thersafter, If EPAWAS told to score new
chemicals using TSCA methods document criteria, a) would FPA have encugh information on the new chemical to do so
and b how long would scoring take {days, weeks, months, etc?)

Michal Tlana Freedhoff, PhD.

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

<imagalQl.pngr<imagel2.png><imagell3. pngr<imagel04.jpg>

From: Kaiser, Sven-Erik [mailio Kaiser Sven-Erk@epa.gov]
Sent: Thursday, December 03, 2015 2:04 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on PBTs

Michal,

This responds to your TA requests on PBT determination and the follow on question about “maximum extent
practicable”.

1. Section 5 PBT language in S 697 requires EPA to know whether a new chemical scores high for P or
B and high or moderate for the other in order to make it subject to the exposure reduction

standard. Would this be a null set provision — how would EPA know that a chemical was P, B, or T, let
alone the degree to which it had those properties, if it was new?

EPA currently reviews and categorizes new chemicals for persistence, bioaccumulation, and toxicity (PBT)
characteristics under section 5 of TSCA in accordance with a policy statement published in 1999. A copy of
the proposed and final policy is available on our website here. New chemicals are not currently scored
“pursuant to” the 2012 Work Plan Chemicals Methods document. Because the language in 5(d)(4)(D) does not
require a mandatory scoring of new chemicals for P or B pursuant to the Work Plan Chemicals Methods
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document, one possible outcome is that EPA never makes such a determination, and the specified risk
management standard is never invoked.

Policy
Statement
on a New
Chemicals
Category
for ...

On Movember 4,
1998, £PA jssusd
its final policy
statement (B4 FR
S0184 on 3
category for
Parsistent
Bioaccunulative
and Toxic new

chamicals,

pivcivi

Bead more..

2. Does EPA see a difference in a reduction exposure standard that directs EPA to choose restrictions
for a PBT to "the extent practicable” as opposed to the "maximum extent practicable”? | assume an
EPA administrator could decide that the extent practicable should mean the "maximum" extent, but
would it be harder to defend a stringent restriction in court without the word "maximum" in statute?

As a purely linguistic matter, we do not see a significant difference between “to the extent practicable” and “to
the maximum extent practicable” — the concept of “maximum” seems be implied in the first formulation. That
having been said, arguments could certainly be raised that Congress’ choice of the less explicit House
formulation over the Senate formulation (in sections 5(d)(4)(D) and 6(d)(2)(B) of TSCA as modified by the

Senate bill), indicates a choice to adopt a less demanding understanding of the extent to which EPA is required
or authorized to reduce PBT exposure.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser
U.S. EPA
Office of Congressional and Intergovernmental Relations

1200 Pennsylvania Ave., NW (1305A)
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Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhofi@markey.senate.gov]
Sent: Thursday, December 03, 2015 4:44 AM

To: Kaiser, Sven-Erik <kaiser. Sven-Erik@enagov>

Cc: Freedhoff, Michal (Markey) <Michal Fresdhoff@markey.senate gov>
Subject: Quick follow on on PBTs

Does EPA see a difference in a reduction exposure standard that directs EPA to choose restrictions for a PBT 1o
"the extent practicable” as opposed to the "maximum extent practicable™? | assume an EPA administrator
could decide that the extent practicable should mean the "maximum” extent, but would it be harder to
defend a stringent restriction in court without the word "maximum” in statute?

Thanks

Michal

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA])

From: "Freedhoff, Michal (Markey)" <iichal Freedhoff@markey.senategov>

Date: November 24, 2015 at 10:11:33 PM EST

To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@enamailepa.sov)" <Kaiser Sven-Erik@epamailepa.govy>
Subject: PBT question

Sven

Question for you — section 5 PBT language in S 697 require EPA to know whether a new chemical scores high for Por B
and high or moderate for the other in order to make it subject to the exposure reduction standard. Would this be a null
set provision — how would EPA know that a chemical was P, B, or T, let alone the degree to which it had those
properties, if it was new?

Thanks
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Michal

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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This language is provided by EPA as technical assistance in response to o congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
policy positions of the agency and the administration on the bill, the draft language and the comments.

Cluestion: Wanted to confirm EPA views of a proposed change to section 5 PBT language following on
this older TA. s the new alternative likely to result in a more stringent outcome than § 6977 if not, can
you suggest a tweak?

Thanks

Michal

Proposing to change from

D) PERSISTENT AND BIOACCUMULATIVE SUBSTANCES.—For a chemical substance the Administrator
determines, with respect to persistence and bioaccumulation, scores high for 1 and cither high or moderate for the
other, pursuant to the TSCA Work Plan Chemicals Methods Document published by the Administrator in February
2012 (or a successor Methods Document), the Administrator shall, in sclecting among prohibitions and other
restrictions that the Administrator determines are sufficient to ensure that the chemical substance is not likely to
present an unreasonable risk of injury to health or the environment, reduce potential exposure to the substance to the
maximum extent practicable.

To

D) PERSISTENT AND BIOACCUMULATIVE SUBSTANCES.—In selecting among prohibitions and other
restrictions for a chemical substance that is a persistent and bioaccumulative substance, the Administrator shall act in
a manner consistent with the TSCA Policy Statement on Persistent, Bioaccumulative and Toxic New Chemical
Substances published by the Administrator in November 1999 (or a successor Policy Statement).

Answer:

We do not think a general direction to take action "consistent with" the referenced policy
document would reliably lead to a more stringent outcome than current S. 697, which clearly
directs EPA to achieve the more stringent of: (1) What is necessary to meet the safety standard
and (2) Exposure reduction to the maximum extent practicable. First, the PBT policy statement
at 64 FR 60202 (1999) describes actions that EPA will generally take under section 5 as to PBTs,
but it also clearly states that the document provides “general guidance” that is not binding on
EPA or outside parties, so EPA could take actions other than the generally recommended
control actions that would be consistent with the policy. Second, your draft language
references successor policy statements, without circumscribing the content of such statements,
so the language ultimately provides little bounding for EPA decisions with respect to new PBT
chemicals. Third, since legislative history would reflect that the new language was a change
from a strict prior directive to achieve more than the Section 6 safety standard, there would
likely be an implication from this revision that Congress intended to allow EPA more flexibility.

You also ask for suggested tweaks, but we would need to better understand your policy
objectives, and the perceived deficiencies of the current bill text, to provide language.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/12/2016 9:27:13 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA Request on Quick g section 5(b) - followup

Michal — this responds to the followup quick request on section 5(b)

5(b) is largely preserved from current TSCA, and (as in current TSCA) there is no mechanism for an extension
to the review period to allow time for EPA to receive 5(b) information. That’'s because 5(b) specifies
circumstances in which there are heightened requirements for submitting information upfront with the PMN or
SNUN. If someone submits a PMN or SNUN that fails to include information required under 5(b), EPA would
simply reject the notice as incomplete and the 90 days wouldn’t even begin to run.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Richal Freedholl@®markey. senate.gov]
Sent: Tuesday, April 12, 2016 3:51 PM

To: Kaiser, Sven-Erik <Kaizer. Sven-Erik@ena.gov>

Subject: RE: Sen. Markey TSCA TA Request on Quick g section 5

How could we ensure that any extension associated with a 5{b} requirement to provide data be
accounted for as an exception to the 90 day period after the notice is received? Can you suggest
something for 5{a}{3)7 Fast turnaround appreciated. | think we have something like this in 5{e} that is
tied to receipt of the information — could that work? we don’t want an automatic 80 day extension, we
want to be sure that epa is not forced to make a decision w/o the info it needs or w/o enough time o
review i,

Thanks

Michal Tlona Freedhoff, Ph.D.

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
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From: Kaiser, Sven-Erik [mailio Kaiser Sven-ErikBenn.aow]
Sent: Tuesday, April 12, 2016 3:18 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on Quick g section 5

Michal,
This responds to the TA request on the extension review.

We agree that it is helpful to clarify in 5(a)(3) that the 90 day review period is subject to
extension under (c) and (e). But this text goes further, and introduces a further concept that the
review period is automatically extended by 90 days upon receipt of information under (b) or (e).
There does not appear to be such a provision currently under Section 5, so this is a substantive
change, not just accounting for the fact that the 90 day review period can be extended under (¢)
or (e).

If you just wanted to clarify the status quo, you could say: “(3) Within 90 days of receipt of a
notice under paragraph (1), and subject to any extensions of such review period pursuant to
subsection (c) or (g), .. ”

This TA only responds {o changes since the last version at the time we were reviewing. All
previously offered TA is still germane to the extent the provision has not changed since the TA
was offered. The technical assistance does not necessarily represent the policy positions of the
agency and the administration on the bill, the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresedhoff@markey.senate.gov]
Sent: Tuesday, April 12, 2016 12:59 PM

To: Kaiser, Sven-Erik <Kaisar.Sven-Erikfana.zov>

Subject: Quick g section 5

There is a concern that 3{A} lead in does not account for the extension review.
Would this work?
(3) Within 90 days of receipt of a notice under paragraph (1), or of receipt of information submitted

pursuant to subsection {b) or (e) that the Administrator finds sufficient to support the determination
under subsection {a){3)A), and subject to any extensions of such review period pursuant to subsection

(c) or {e), Before-the-end-ofthe ' and subject to section
18, the Administrator shall review a notice received und
?
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Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA])
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Message

From:
Sent:
To:
CC:

Subject:

Tina,

Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

4/27/2016 6:57:10 PM

Richards, Tina [Tina.Richards@mail.house.gov]

Couri, Jerry [JerryCouri@mail.house.gov]; McCarthy, David [David.McCarthy@mail.house.gov]; Sarley, Chris
[Chris.Sarley@mail.house.gov]

HEC TSCA TA question on section 14

Got it - checking. Please let me know if any additional questions. Thanks,

Sven

On Apr 27, 2016, at 2:44 PM, Richards, Tina <Tina.Richards@mail.house.gov> wrote:

What would be the difference in the burden {cost/time) on the agency if the agency is required to review all CBl to
determine whether it still qualifies for protection and then affirmatively make information (that no longer qualifies)
available to the public versus just making the information available upon request under FOIA?

Tina Richards

Counsel | Committee on Energy and Commerce

J.8. House of Representatives

259A Ford House Office Building | 202.226.5213 (direct)
<image001.png><image002.png><image003.png><image004.png><image005.png>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/19/2016 1:23:08 AM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey TSCA TA on Revised House section 19 (4-18)

Attachments: Section 19 Differences between 4.docx; ATTG0001.htm

Michal,
The attached TA responds to the request on revised House section 19.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Section 19 Differences between 4/18 HLC version and 4/14 SLC version (page and
line numbers refer to 4/18 HLC version)

Page 1, line 6—HLC version says “CERTAIN PRIORITY DESIGNATIONS” while SLC
version says “LOW-PRIORITY DESIGNATIONS”

Page 1, line 18—HLC version says “an associated risk evaluation” while SLC version
says “the associated determination” [Note: This HLC change appears to conflict with
the HLC change on page 4, line 5.](The HLC language on page 1 may have come from
an earlier Senate version, but that still leaves what seem to be conflicting changes in
the HLC version.)

Page 4, line 4—HLC says “4” while SLC says “4(a)” (Subjects test rules and orders
under the new expanded test authority to substantial evidence review, which the
Senate bill did not. But probably OK.)

Page 4, line 8—HLC says “4 or” while SLC did not refer to 4 at all (Same comment as
above.)

Page 4, lines 17-19—HLC says “including any matter in the record taken as a whole”
while SLC says “(including any matter) in the record, taken as a whole”
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 11/2/2016 1:01:30 PM

To: Bogdanoff, Alec (Markey) [Alec_Bogdanoff@markey.senate.gov]
CC: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]
Subject: RE: Request for a Call on Asbestos/PCB TA

Alec — It turns out 3pm works better for Us. | ex.s- personairivacy |, COd@ § Ex.6- Personal Privacy # || send @ scheduler. Thanks,
Sven ) '

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik

Sent: Tuesday, November 01, 2016 4:48 PM

To: 'Bogdanoff, Alec (Markey)' <Alec_Bogdanoff@markey.senate.gov>
Cc: Freedhoff, Michal (Markey) <Michal_Freedhoff@markey.senate.gov>
Subject: RE: Request for a Call on Asbestos/PCB TA

Alec - Checking on 2pm tomorrow — will confirm date and time and provide a call in number. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Bogdanoff, Alec (Markey) [mailio:Alec Bogdanofi@marksy senate.gov]
Sent: Tuesday, November 01, 2016 3:58 PM

To: Kaiser, Sven-Erik <iaiser. Sven-Erik@ena.gov

Cc: Freedhoff, Michal (Markey) <Michal Fresdhoff@markey.senate.gov>
Subject: RE: Request for a Call on Asbestos/PCB TA

Hi Sven,
We are both available from 1:30-4pm tomorrow, and 9-10am & 2:30-5pm on Thursday.

Alec

From: Freedhoff, Michal (Markey)

Sent: Tuesday, November 1, 2016 3:25 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik@epa.gov>; Bogdanoff, Alec (Markey) <alec Bosdanoli@markey.senate.gov>
Subject: Re: Request for a Call on Asbestos/PCB TA

Great! Want to suggest times tomorrow afternoon after 1;30 or Thursday (I'm fairly open)? Looping Alec also
50 he can find a time that works for both of us {I'm out today)
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Thanks

Michal

Michal Hana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]}

From: Kaiser, Sven-Erik

Sent: Tuesday, November 1, 2016 2:54 PM

To: Freedhoff, Michal (Markey)

Subject: Request for a Call on Asbestos/PCB TA

Michal,
Do you have availability this week for a call to discuss the asbestos/PCB bill TA? Program and OGC folks have

some followup questions on the bills that would be easier to handle via discussion.

In addition, | expect today or tomorrow o be able to send you:
- estimated costs and energy savings on light ballast replacement
- TSCA reform implementation questions on conditions of use, first 10 chems, and section 5 and 6 interplay

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/10/2016 6:03:26 PM

To: Freedhoff, Michal (Markey) [Michal_Freedhoff@markey.senate.gov]

Subject: Re: Sen. Markey TSCA TA follow up on section 6/26

Got it - thanks.

On Apr 10, 2016, at 1:58 PM, Freedhoff, Michal (Markey) <Michal Freedhoffi@markey senate gov> wrote:

funderstand, | am attaching the Senate’s view of what section 6 looks like to resolve this concern for vou. it has not yet
been sent to the House despite its file name — | am hoping to resolve this section 26 issue before that ocours.

Michol Tana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Morkey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey
<imagel0l.png><imagel02. pngr<imagel3. pnge<imagel04.jpe>

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]
Sent: Sunday, April 10, 2016 1:54 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA follow up on section 6/26

Michal,
This TA responds to the followup request on section 6/26.

Question 1:
If we move the section 6 guidance for how manufacturers do their own RES to EPA into section 26, have
we solved the problem?

Response:

Yes, if that is indeed the only guidance, policy or procedure provision left in sec 6. We note, though, that
section 6(b)(8) of the sec 6 version you sent yesterday requires EPA to establish, by rule, a screening process
(analogous to 6(b)(1) of the Senate offer). That would likely be viewed as part of the "policies, procedures and
guidance" referenced in sec 26(q) that are required to be established. Our previous TA was based on the 3
section 6 guidance provisions you identified yesterday. Also, we note that the section 26(q) provisions allow
EPA to proceed with risk evaluation in advance of the 26(k) guidance, but they do not mention screening. To
ensure that screening is not held up, it would be best to move 6(b)(8) to 26(k) and add screening to 26(q). We
have not thoroughly reviewed the sec 6 you circulated yesterday to see if there are any other provisions we
think would likely be viewed as policies, procedures or guidance.
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Question 2:

And then I guess associated question is if you're ok w the language in House 26 in this section and the
way HL.C wrote what used to say "'this section"

Response:
We understand that the question refers principally to this text:
Alternate from 4/8/House offer

Nothing in this Act, or the amendments made by this Act, prevents the Administrator of the Environmental
Protection Agency from initiating a risk evaluation regarding a chemical substance, or from continuing or
completing such risk evaluation, prior to the effective date of the policies, procedures, and guidance
required to be developed by the Administrator under section 26(k) of the Toxic Substances Control Act, as
added by subsection (a) of this section.

If so, this basically looks ok, although it is not clear why "of the EPA" is added after Administrator here and
nowhere else. Beyond that, recall that we sent TA yesterday on this version of sec 26, which included TA on
this subsection (eg, pointing out that it leaves final risk evaluations, and maybe rules, potentially subject to
challenge on the ground that they do not conform with later issued guidance).

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)"

<Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 11:32:18 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Sen. Markey TSCA TA follow up on section 6/26

The version you commented on yesterday. If we move the
guidance in 6 on industry RES into 26, does that solve the problem
and are yvou ok w the language in the prior initiated RE section if
that move is made

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA}

From: Kaiser, Sven-Erik
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Qant: QSiindav Anril 10 2016 1120 AM
To: Freedhoff, Michal (Markey)
Subject: Fwd: Sen. Markey TSCA TA follow up on section 6/26

Michal - we have a version on this. See Brian's question below.
Thanks,
Sven

From: "Grant, Brian" <Grant.Brian@epa.gov>

Date: April 10, 2016 at 11:21:15 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Sen. Markey TSCA TA follow up on section 6/26

Hey Sven. | don't know what version of the House language she is
referring to, with an HLC formulation. Can you please forward to
me if you know or ask Michal to forward the version she would
like us to look at? thx.

From: "Freedhoff, Michal (Markey)"

<Michal Freedhoff@markey.senate.gov>

Date: April 10, 2016 at 9:29:57 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: Re: Sen. Markey TSCA TA follow up on section 6/26

And then | guess associated question is if you're ok w the
language in House 26 in this section and the way HLC wrote what
used to say "this section”

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]}

From: Kaiser, Sven-Erik

Sent: Sunday, April 10, 2016 9:28 AM

To: Freedhoff, Michal (Markey)

Subject: Re: Sen. Markey TSCA TA follow up on section 6/26

Michal- got it- checking. Thanks,
Sven

On Apr 10, 2016, at 9:28 AM, Freedhoff, Michal (Markey)
<Michal Freedhoff@markey.senate.gov> wrote:

If we move the section & guidance for how manufacturers do their
own RES to EPA into section 26, have we solved the problem?

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)

From: Kaiser, Sven-Erik
Sent: Sunday, April 10, 2016 9:24 AM
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Tn: Freadhnff Mirhal fMarkev)
Subject: Sen. Markey TSCA TA follow up on section 6/26

Michal,
This TA responds to the request on section 6 and 26.

We'd need to see the full current draft of Section 6 and 26 to give
definitive TA, but it seems that (3) is unproblematic. It is not
referring to any procedures that EPA needs to develop. Similarly,
(4) is unproblematic, assuming that neither (1) nor (2) is referring
to policies, procedures, or guidance that EPA needs to develop.

if the language in section 26 is only preserving EPA's ability to
proceed in advance of any policies/procedures/guidance
developed pursuant to section 26, then the retention of a
direction to develop a guidance document pursuant to section 6
(i.e., regarding how outside parties should develop draft risk
assessments) is potentially problematic. By

specifically not mentioning this guidance document generation
obligation, Section 26 could be the basis of an argument that
Congress believed that a failure to timely prepare this specific
type of guidance document might indeed be grounds to defer
work on safety evaluations.

This TA only responds to changes since the last version at the time
we were reviewing. All previously offered TA is still germane to
the extent the provision has not changed since the TA was
offered. The technical assistance does not necessarily represent
the policy positions of the agency and the administration on the
bill, the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

From: "Freedhoff, Michal (Markey)"

<Michal Freedhoff@markey.senate.gov>

Date: April 9, 2016 at 7:06:01 PM EDT

To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@epamail.epa.gov)"
<Kaiser.Sven-Erik@epamail.epa.gov>

Subject: follow up on section 6/26

This is the only guidance/policies/practices language that is left in
section 6. Is your section 26 Act vs section concern resolved knowing
this

GUIDANCE —

Not later than 1 year after the date of enactinent of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act, the Administrator shall develop
guidance to assist interested persons in developing and submitting draft risk
evaluations which shall be considered by the Administrator, The guidance shall,
at a minimum, address the quality of the information submitted and the process
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to be followed in developing draft risk evaluations for consideration by the
Administrator.

(3) PROCEDURES.—When prescribing a rule under subsection (a) the
Administrator shall proceed in accordance with section 553 of title 5, United
States Code (without regard to any reference in such section to sections 556 and
557 of such title), and shall also (A) publish a notice of proposed rulemaking
stating with particularity the reason for the proposed rule; (B) allow interested
persons to submit written data, views, and arguments, and make all such
submissions publicly available; (C) promulgate a final rule based on the matter
in the rulemaking record and (D) make and publish with the rule the
determination described in subsection (a).

4) APPLICATION —Paragraphs (1), (2) and (3) of this subsection apply to the
promulgation of a rule repealing, or making a substantive amendment to, a rule
promulgated under subsection (a).

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

<6-04-10-16TOHOUSE .doc>
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/15/2016 8:46:11 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: TSCA Reform - heads up on new section 14 coming

Thanks for the heads up - will let folks know.

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, March 15, 2016 4:43 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA Request - CBI - 14{c)(4) and 14(d){1)(D)

TY. As a heads up, we may send you a new section 14 to look at tonight, We'd appreciate rapid turnaround. Thanks.

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

ED_002117_00008333-00001



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/15/2016 2:07:20 AM

To: Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey TSCA TA Request on PBTs - clarification question
Michal,

We have a question on this request.

Is the "exposure assessment" the determination under (X)(1)(B) that "exposure . . . under the conditions of use
is likely to the general population, a potentially exposed or susceptible subpopulation identified by the
Administrator, or the environment, on the basis of an exposure and use assessment conducted by the
Administrator”

Thanks,
Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhofi@markey.senate.gov>

Date: April 14, 2016 at 9:46:28 PM EDT
To: "Kaiser, Sven-Erik" <¥abzer.Sven-Erikfens.gov>
Subject: RE: Sen. Markey TSCA TA Request on PBTs

Something like this

(a) Scope oF REGULATION. If the Administrator determines in accordance with subsection (b)(4)(A) that the manufacture,
processing, distribution in comumerce, use, or disposal of a chemical substance or mixture, or that any combination of such activitics,
presents an unreasonable risk of injury to health or the environment, Jor, for a chemical substance designated under subsection PBT,
the risk posed by the substance as evaluated under subsection {(exposure assessment)], the Administrator shall by rule, and subject to
section 18 and in accordance with subsection (¢)(2), apply one or more of the following requirements to such substance or mixture to
the extent necessary so that the chemical substance no longer presents such risk.:

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailie: Kaiser Sven-Erik@epa. aov]
Sent: Thursday, April 14, 2016 5:47 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on PBTs
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TSCA team — please see Michal's request on PBTs. Thoughts? Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Thursday, April 14, 2016 5:43 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.nov>

Subject: Pbts again

Dimitri doesn't like the para 4 and 5 stuff on fixing the unreasonable risk piece. He says can't do a UR

finding w"o an RE. Proposes that the text in 6{a) that used to just say "identified under the PBT section” could
instead say "or, in the case of a PBT identified in the PBT section, the risk posed by the PBT " or something like
that? | am in w them now and can't talk by phone but figured you can start people thinking.

Michal Hlana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAS70921271FF-SKAISER]
Sent: 4/23/2016 8:29:24 PM

To: Michal_Freedhoff@markey.senate.gov; Adrian_Deveny@merkley.senate.gov; Jonathan_Black@tomudall.senate.gov
Subject: Sen. Markey TSCA TA on house Section 19 (4-23)
Michal,

While we continue to work on the TA requests on 14 and other sections, we wanted to pass along TA on house
section 19 (4-23).

The House discussion draft leaves section 19 from current TSCA un-amended, except for the addition of
judicial review of low-priority determinations. Thus, in contrast to the Senate bill and offer, it does not:

-- provide for judicial review of test orders under section 19
-- provide for judicial review of rules other than the rules currently enumerated in section 19

-- provide for judicial review of determinations that a chemical substance does not present unreasonable risk
under section 19 (including the substantial evidence review the senate bill and offer would afford).

Note that this does not mean that these EPA actions will not be judicially reviewable. Rather, they would be
reviewable in federal district court, rather than the court of appeals, and would be subject to the general federal
6-year review period, rather than the 60 days provided for in section 19.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/2/2016 2:30:14 AM

To: Michal_Freedhoff@markey.senate.gov

Subject: Sen. Markey TSCA TA request - cost considerations - pls accelerate response

Attachments: TA on revised cost-effectiveness language 3-1 OGC.docx; ATTO0001. htm

Michal,

The attachment responds to your follow up TA request on cost considerations. Please let me know if any
additional questions. Thanks,

Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff(@markey senate.gov>
Date: March 1, 2016 at 5:39:28 AM EST

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: TA request - cost considerations - pls accelerate response

Sven

Attached is a proposal that is similar to option #2 you locked at in that TA document we were discussing
yesterday {the one that contained 4 options - option #2 was the one that was incrementally more prescriptive
than 6971

it adds cost-effectiveness in a different way - intended not to be as directed as either the option we discussed
vesterday or the 2 versions of 2576 that are also in the other TA document.

Does EPA believe this option a) works and b} adds to the analytic burden and litigation risk as compared o old
option #2 {and if so, how)?

Quick turnaround appreciated. Thanks.

Thanks

Michal
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Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward 1. Markey {D-MA)
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Does EPA believe this option a) works

Yes, EPA believes this provision could be implemented. EPA would need to establish
whether or not the restrictions in the rule are cost-effective in order to implement “(A)
Public Availability,” but this analysis would be “under paragraph (1)” and thus bounded
by considerations of practicability and reasonably available information. Whether or not
the restrictions are found to be cost-effective would control whether EPA has a further
duty fo include additional descriptive analysis in the administrative record. A key
difference with old options ## 3 and 4 relates to whether the necessity discussion is
framed as a free-standing determination (as in options ## 3 and 4) or as an integral part
of the justification of the proposed rule (as in your draft). Given that the rejection of
more direct language on determining cost-effectiveness would be part of the legislative
history, Courts would likely construe your proposed text as a signal to give a slightly
greater degree of discretion to EPA on the finding (of cost-effectiveness or necessity)
than would be afforded under the House bill.

and b) adds to the analytic burden and litigation risk as compared to old option #2 (and if so,
how)?

Yes, this language adds to analytic burden relative to old option #2. EPA would need to
decide whether the restrictions in the rule were cost-effective, which was not a decision
mandated under old option #2. Note also that this language apparently requires EPA to
determine whether each restriction is cost-effective, not whether the rule as a whole is
cost-effective; option #2 in contrast appears to require analysis of the rule as a whole.
Furthermore, if a restriction were not cost-effective, EPA would need to develop an
analysis of an indeterminate number of alternatives in order to decide whether the
restrictions were nonetheless necessary (again, though, bounded by the practicability
and reasonable availability limitations).

Yes, this rule adds to the litigation risk relative to old option #2. EPA would need to
defend decisions that particular restrictions are cost-effective, or nonetheless necessary,
whereas it would not need to do so under old option #2. It is possible, but it cannot be
predicted with confidence, that this formulation would entail less litigation risk than old
option #3 (i.e., the slightly modified version of House language on cost effectiveness).

Some additional observations:

1. We note that the inclusion of “mixtures” in this language — which is in TSCA
section 6(c) but not in the cost-consideration provisions of either bill — may cause
confusion, since section 6 rulemaking under the bills appears to be limited to
chemical substances that have been found to present unacceptable risk, not to
mixtures per se.

2. As the text is reorganized from S 697, (d)(1)(D)(ii) seems awkward, since it is not
clear how the costs and benefits of alternative regulatory action would be relevant
to the economic consequences of the regulatory action actually selected.
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/4/2016 11:01:47 PM

To: Michal_Freedhoff@markey.senate.gov

Subject: Senate TSCA TA on Revised section 4

Attachments: Section 4 (4-3-16) BG.doc; ATT00001.htm

Michal,
Please see TA requested on the revised section 4. Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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SEC. 4. TESTING OF CHEMICAL SUBSTANCES AND MIXTURES,

{a) TesTING REQUIREMENT3

{1} D-GENERAL-—{A) The Advpunisirator nay, by rule, order, or
consent agreement. reguue the development of new information
relating to a chemical sebstance or wmuxture it the Adnunistrator
determines that the information is necessary —

{£A) 1o review a notice under section 5¢d) or to perform a risk
evaluaiion under section 6;

(118} to implement a requirement imposed in a rule, consent
agreement or order issued under section 3(d)} or under a rule
pronmulgated under section H(ak

(116 pursuant to section 12(a)(4). or

{(s+vi3 at the reguest of the implementing authority under
another Federal law, to meet the regulatory testing needs of that
authority.

(B [Ihe Administrator may, by rule, b

ormation with respcci

o0l a chemical su’mtdme or mixture to deve

mwronmm 1 cffcd\ nf Lhe Chemwai sebstance ot

mixiure, or that any combm,itu,m oi ailLb activifies, may pmsmiﬁ ab
unreasonalle nsk of injury to health or the ‘;:szimnmmﬂ.

(D LIMITED TESTING FOR PRIOGRITIZATION PURPOSES. —

(AY N GENERAL. The Admuusiralor may require the
development of new information for the purposes of prioritizing 3
chemical substance under section 6(0) only if the Adnunisirator
determines that such informstion is necessary to establish the
priority of the substance

(B PRIORITIZATION DECISION BY THE
ADMINISTRATOR. — Not later than 20 davs after the date of
receipt of information rezarding a chemical substance complving
with a rule, conseni agreement or order issued under this
paragraph,  the  Admumstrator shall  desigmate  the  chenucal
substance as & high-priority substance or a low-priority kubstancel

(CY LIMITATION:
under this_paracraph shall not be required for the purposes of

establishing or tmplementing a minimum information requirement

of broader apphicability.

(3} STATEMENT OF NEED - When requiring the development of
new information relating to a chemical substance or mixture by issuing
an bider, the '\dm;msmmr shafl uienniv the reasonable basis B

information required by the Admimistrator

information, de
Admymstrator

was _wsed o mimm the dcumon iG__require  pew
information, explain the basis for anv decision that requires the use of
vertebrate dmmaib, and; as-applicable.—explain why issuance of an

diwstified insiead of promulzating a rule or entering

order is

Commented [AL1]: We are not cammentirig on cross:
references.

_______ Commented [A2]: Suggest starting with "In addition”, to

make clearthata rule Is notreguired if the testing qualifies

urider (1)(A); even for chemicals that meet the rhay presént
standard.

Commented [A3]: In line with (a)(1}, this should probably
be: ‘require the development of information relating to”.
Otherwise. the implication wilt be that testing is something

narrower (eg. that testing does not include monitoring for
exposure).

[ Commented [A4]: Should probably be "or’

\\ \ Commented [AB]: Modified from existing TSCA 4(a) to

inio a consent agreement.,

provide rule autharty with a-‘may present finding:

Commented [A8]: Picky point, but processing precedes

Commented [A7]: Specify no consideration of cost and

4
\ {dlstnbutmn in other TSCA provisions:
\
{ other nan-risk factors?

L O L A L A

Commented [A8]: The binary chioice this gives EPA - to
prioritize as high or low within 90 days — might result in a sub-
optimal allocation of resources. For example, testing under
this provision might indicate that the substarice, while not low
priority, is also not a high priority compared to other high-
priority candidates, but this provision would require EPA to
address the fested chemicalimmediately.

discussions noting that if a rule is promulgated, all of this
informationtwould be inthe rule-and subjectto notice and
comment,

Commented [A9]: Change suggested as resull of bicameral :

Commented [A10]: This adds 2 new substantive standard

thatis not containediin ()t Are the (a){1) testing bases
alonie not a sufficient basis to require testing?

"""" ‘{ Commented [A11): Toaddress concerns aboutthe word

“warranted”
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{4} The Adminisirator shall emplov a tiered scrcening and testing
provess, under which the resulis of screening-level tests or assessments
of avarlable information mform the decision as to whether § or more
additional tests are necessary, undess information available to the
Administrator justifies more advanced festing of poteniial health or
environmenial effects or potential exposure without fust conduciing
soreening-level testing.

HCONSIDERATION-OF- FERERAL AGENCY-R:

SOMMENDATIONS -

LG

seoarding thy > ckonced s /]

ball-sonsider the-recommendations-of sther Fedoral agensi

HIGHIR ¥

ofsuch-astivilies,-may-prosent-an-unressonable-ask-of v to-health

Gitytesting-of such-substance «

{B)i-a-chemica
substantial-gua

of such-substance-or muture-or-of amwy-combination-of vuch-activities

on—health—or—the—environment —can-—reasonablybe—determined —or
dicted and

ity festing-of such-substance or puxture with respect-to-such-effects 45

e axzod s . -

any—sombinaton—ob-sush-achvition—

mredioted b tag
PrEGHeT—Dy 18

ot

soavironmental-effosts-for-which-there-ts-an-nsufficieney-of-duta-and

are—relovant—o—a—detenmination—that—ths

serience—and—svhish

> s = 5 o o o - N ,.»,‘A s ‘4.;4 44:,7 »,,
such-substance-or-mixiire-or-that-anyv-combination-of-sush-activities;
does-or-does-not present-an-vareasonable sisk of mjury to-health or the
evin extt.

(b)(1) TESTING REQUIREMENT RULE, ORDER, Uk CONSENT AGREEMENT.
rule, order, or consent agreement under subsection (a) shall include—
(A) identification of the chemical substance or mixture for

"""" 1

Commented [A12]: Incorporating House changesto ITGn
liew of this provision

)
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which testing is required under the rule, order, or consent
agreement,

(B) test protocols and methodologies  standards for the
development of test data for such substance or mixture, including
specific reference to anv reliable non-animal test procedures; and

(C) with respect to chemical substances which are not new
chemical substances and to mixtures, a specification of the period
(which period may not be of unreasonable duration) within which
the persons required to conduct the testing shall submit to the
Administrator data developed in accordance with the standasds
protocols and methodologies referred to in subparagraph (B).

In determining the standards-protocols and methodologies and period to
be included, pursuant to subparagraphs (B) and (C). in a rule, order, or
congsent _agreement under subsection (a), the Administrator’s
considerations shall include the relative costs of the various test
protocols and methodologies which may be required under the rule,
order, or consent agreement and the reasonably foreseeable availability
of the facilities and personnel needed to perform the testing required
under the rule, order, or consent agreement. Any such rule, order, or
comsent agreement may require the submission to the Administrator of
preliminary data during the period prescribed under subparagraph (C).
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lefore prescribing epidemiologic studies of employees, the
Administrator shall consult with the Director of the National Institute
for Occupational Safety and Hcalth;.

---------- {B) From time to time, but not less than once each 12 months, the

Administrator shall review the adequacy of the standa{ds] for

development of data prescribed in rules, under subsection (a) and shall,
if necessary, institute proceedings to make appropriate revisions of
such gtandards.
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(3) Any rule,_order. or consent agreement under subsection (a)

requiring the testing of and submission of data for a particular chemical
substance or mixture shall expire at the end of the reimbursement
period (as defined in subsection (c)(3)(B)) which is applicable to test
data for such substance or mixture unless the Administrator repeals the
rule_or order or modifies the consent agreement io isrnunaie the

under subsection (a) requiring the testing of and submission of data for
a category of chemical substances or mixtures shall expire with respect
to a chemical substance or mixture included in the category at the end
of the reimbursement period (as so defined) which is applicable to test
data for such substance or mixture unless the Administrator before such
date repeals or modifies the application of the rule. order. or consent
agreement to such substance or mixture or repeals the rule_or order or
modifies the consent agreement to terminale the requirement.
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Oyetsuch-subsection:

(¢) ExempTtion.—(1) Any person required by a rule_or order under
sub-section (a) to conduct tests and submit data on a chemical
substance or mixture may apply to the Administrator (in such form and
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manner as the Administrator shall prescribe) for an exemption from
such requirement.

(2) If, upon receipt of an application under paragraph (1), the
Administrator determines that—

(A) the chemical substance or mixture with respect to which
such application was submitted is equivalent to a chemical
substance or mixture for which data has been submitted to the
Administrator in accordance with _a rule, order, or consent
agreenent under subsection (g or for which data are being
developed pursuant to such a mle, order or consent agreoment-a

ander subseshion{aor forwhich data s ber leveloned
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5 5 L and
(B) submission of data by the applicant on such substance or
mixture would be duplicative of data which has been submitted o
the Administrator in accordance with_such rule, order, or consent
agreemend or which is being development pursuant to such rule
order, or consent agreement-such-rule-or-whichi

2l
323
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the Administrator shall exempt, in accordance with paragraph (3) or
(4), the applicant from conducting tests and submitting data on such
application was submitted.

(3)(A) If the exemption under paragraph (2) of any person from the
requirement to conduct tests and submit test data on a chemical
substance or mixture is granted on the basis of the existence of
previously submitted test data and if such exemption is granted during
the reimbursement period for such test data (as prescribed by
subparagraph (B)), then (unless such person and the persons referred to
in clauses (i) and (i) agree on the amount and method of
reimbursement) the Administrator shall order the person granted the
exemption to provide fair and equitable reimbursement (in an amount
determined under rules of the Administrator)—

(1) to the person who previously submitted such test data, for a
portion of the costs incurred by such person in complying with the
requirement to submit such data, and

(i1) to any other person who has been required under this
subparagraph to contribute with respect to such costs, for a portion
of the amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (i1) for costs
incurred  with respect to a chemical substance or mixture, the
Administrator shall, after consultation with the Attorney General and
the Federal Trade Commission, consider all relevant factors, including
the effect on the competitive position of the person required to provide
reimbursement in relation to the person to be reimbursed and the share
of the market for such substance or mixture of the person required to
provide reimbursement in relation to the share of such market of the
persons to be reimbursed. An order under this subparagraph shall, for
purposes of judicial review, be considered final agency action.

(B) For purposes of subparagraph (A), the reimbursement period
for any test data for a chemical substance or mixture is a period—

(1) beginning on the date such data is submitted in accordance
with a rule,_order, or consent agresmeni prowmulgated—under
subsection {a), and

(i1) ending—

(D) five years after the date referred to in clause (i), or
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(1I) at the expiration of a period which begins on the date
referred to in clause (1) and which is equal to the period which
the Administrator determines was necessary to develop such
data,

whichever is later.

(4)(A) If the exemption under paragraph (2) of any person from the
requirement to conduct tests and submit test data on a chemical
substance or mixture is granted on the basis of the fact that test data is
consent agreement -promulgated-under subsection (a), then (unless such
person and the persons referred to in clauses (1) and (ii) agree on the
amount and method of reimbursement) the Administrator shall order
the person granted the exemption to provide fair and equitable
reimbursement (in an amount determined under rules of the
Administrator)—

(1) to each such person who is developing such test data, for a
portion of the costs incurred by each such person in com-plying
with such rule, order, or consent agreement, and

(i1) to any other person who has been required under this
subparagraph to contribute with respect to the costs of complying
with such rule, order or consent agreement, for a portion of the
amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (1) and (i1) for costs
incurred with respect to a chemical substance or mixture, the
Administrator shall, after consultation with the Attorney General and
the Federal Trade Commission, consider the factors described in the
second sentence of paragraph (3)(A). An order under this subparagraph
shall, for purposes of judicial review, be considered final agency action.

(B) If any exemption is granted under paragraph (2) on the basis of
the fact that one or more persons are developing test data pursuant to a
rule-, order, or consent agreement prewnulgated-under subsection (a)
and if after such exemption is granted the Administrator determines
that no such person has complied with such rule, the Administrator
shall (1) after providing written notice to the person who holds such
exemption and an opportunity for a hearing, by order terminate such
exemption, and (i1) notify in writing such person of the requirements of
the rule, order, or consent agreement with respect to which such
exemption was granted.

or_consent agreemernt under subsection (a), the Administrator shall
publish a notice of the receipt of such data in the Federal Register
within 15 days of its receipt. Subject to section 14, each such notice
shall (1) identify the chemical substance or mixture for which data have
been received; (2) list the uses or intended uses of such substance or
mixture and the information required by the applicable standards for
the development of test data; and (3) describe the nature of the test data
developed. Except as otherwise provided in section 14, such data shall
be made available by the Administrator for examination by any person.

(e} Reduction of Testing on V) tiobrale ;

(13 IN GENERAL.—The Admimsiralor shall mimmize. o the
oxtent practicable, the use of vertebrate ammals in testing of chemical
substances or mixiures, by-——
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{A) prior fo making a request or adopting a requirement for
festing using vertebraie animals, taking into consideration, as
appropriate and o the extent practicable, reasonably available—

(1) ooty information:

{1} computational toxicology and bionformatics,

{111} lugh-throuzhput screemng methods and the
prodiction models of those methods: and

{1} scientifically reliable and relevant aliernatives to fesis
on animals that would provide equivalent information,

{B) encouraging and facilitating —

{1} the use of integrated and tiered testing and assessment

£gies;

(it} the use of hest available science in existence on the
date on which the test 1s conducted:

{11} the use of test methods that eliminate or reduce the
use of amumals while providing information of high scientific
quality.

(19} the grouping of 2 or more chemical subsiances inio
soientifically appropriale categoriss in cases in wiich lesting
of a chemical substance would provide reliable and useful
mformation on other chemical substances in the category,

(v the formation of indusiry consorfia to jointly conduct
testing {0 avoid unnecessary duplication of tests; and

{(vi) the sebmission of information frony—

{1} animal-based studies; and
(1) emereing methods and models; and
() funding research and validation studies {o reduce, refine
and replace the wuse of ammal tests in accordanee with this
subsection

(23 IMEMNTATION  OF ALTERNATIVE  TESTING

METHODS.—To promoie the development and timely incorporation

X

(A0 not later than 2 vears after the date of enactment of the

Trank E. Lautenbergs Chemical Safetv for the 21% Century Ach,
develop o stratecic plan to promote the development and
unplementation of alternative test methods and testing strategies to
generate information under this title that can reduce, refine, or
repdace the use of vertebrate animals, including toxicity

based nisk  assessment, in vilro  studies,  systems  biclogy,

computational toxicology, hicinformatics, and  bhigh-throughput

SCreemng.

(B3} as practicable. ensure that the strategic plan developed
under subparagraph (AY s reflected in the development of
regrirements for testing under this section

(Cy demidfy  in the  strafesic  plan  developed  under
sabparagraph {A) particular alternative fest methods or festing
strategies that do not regquire new vertebrale animal testing and are
soientifically  reliable,  relevamt. and capable of providing
informaiion of equivalent scientific rehiability and guality to that
which would be obtaned from vertebrate anumal testing;

(D) provide an opporturuty for public notice and comment on
the contents of the plan developed under subparagraph (AL
including  the criena  for  considenng  scienfific  reliability,
relevance, and egquivalent information and the test methods and
strategies identified in subparagraph (C):
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{(E} beginning on the date that is 5 vears after the daje of
enactment of the Frank R. Lautenberg Chemival Safety for the 215t
Century Act and everv S vears thersafter, submit fo Congress a
report that describes the progress made in implementing this
subsection _and  goals for foture altermabive fest methods
] 107,

(£ fund and carrv out research, development, performance
assessment. and translational studies to accelerate the development
of test methods and testing strategies that reduce, refine. or replace

the use of vertebrate animals in any testing under this title, and

(G dentify  svnergies  with  the  related  information
requiremenis of other jurisdictions o punmize the potental for
additional or dupdicative testing.

(3) CRITERIA FOR ADAPTING OR WAIVING ANIMAL
TESTRNG REQUIREMENTS.—On request from a manulacturer or
progessor that is required to conduct testing of a chemical substance or
mixture on vertebrate animals under this section, the Administrator
may adapt or waive the requirement, if the Admunistrator deternunes

(A} there is sufficient evidence from several independent
sources of mformation to support a conclusion that a chenucal
substance or maxture has, or does not have, a particular property if
the information from each individual source alone is insuificient to
suppoert the conelusion;

{B) a5 a result of 1 or more phvsical or chenucal properties of
the chemical substance or  mixture  or  other foxicokinetic
considerations-—

{1) the substance cannot be ghsorbed: or
{1t} testing for a specific endpoint is technically not
practicable to conduct, or

{CY a chemical subsiance or mixiure cappot be tested i
vertebrate animals at concentrations that do not result in siznificant
al or chemical properties of the
chenycal substance or munture. such as a polential o cause severe
comesion or severe irritation (o the tissues of the animal.

(4 VOLUNTARY TESTING. —

AN IN GENERAL. —Anv person developing information for
submission under this title on a voluntary basis and pot pursuant o
any request or requirement by the Adminestrator shall first attempt
o develop the information by means of an alternative or nonanimal
test method or festing strategy that the Admimstrator bas
determined under parazraph (2YC) 1o be scientifically reliable,
relevant. and capable of providing equivalent information, before
conducting new animal festing.

{BYEFFECT OF PARAGRAPH. —Mothing in this

(1) requires the Adnunistraior 1o review the basis on
which the person is condusting testing desoribed in

(it} prohibits the use of other test methods or festing
siratemics by any persen for purposes other than developing
information for subnussion under this title on a volumary
bas

(i1 profubits the use of other test methods or festing
strategies by any person, subsequent to the attempt to develop

ED_002117_00008344-00008



information using the test methods and testing strategies
identified by the Admunistrator under paragraph (2YXCLH

(e) PrioriTY [LISTI.—(I)(A) There 1s established a committee to make

recommendations to the Administrator respecting the chemical
substances and mixtures to which the Administrator should give
priority consideration for the promulgation of a rule under subsection
(a). In making such a recommendation with respect to any chemical
substance or mixture, the committee shall consider all relevant factors,
including—

(1) the quantities in which the substance or mixture is or will be
manufactured,

(i1) the quantities in which the substance or mixture enters or will enter
the environment,

(iii) the number of individuals who are or will be exposed to the
substance or mixture in their places of employment and the duration of
such exposure,

(iv) the extent to which human beings are or will be exposed to the
substance or mixture,

(v) the extent to which the substance or mixture is closely related to a
chemical substance or mixture which is known to present an
unreasonable risk of injury to health or the environment,

(vi) the existence of data concerning the effects of the sub-stance or
mixture on health or the environment,

(vii) the extent to which testing of the substance or mixture may result
in the development of data upon which the effects of the substance or
mixture on health or the environment can reasonably be determined or
predicted, and

(viii) the reasonably foreseeable availability of facilities and personnel
for performing testing on the substance or mixture.

The recommendations of the committee shall be in the form of a list of
chemical substances and mixtures which shall be set forth, either by
individual substance or mixture or by groups of substances or mixtures,
in the order in which the committee determines the Administrator
should take action under subsection (a) with respect to the substances
and mixtures. In establishing such list, the committee shall give priority
attention to those chemical substances and mixtures which are known
to cause or contribute to or which are suspected of causing or
contributing to cancer, gene mutations,-&# birth defects o1 other serious
adverse health bffecty. The committee shall designate chemical

substances and mixtures on the list with respect to which the committee
determines the Administrator should, within 12 months of the date on
which such substances and mixtures are first designated, initiate a
proceeding under subsection (a). The total number of chemical
substances and mixtures on the list which are designated under the
preceding sentence may not, at any time, exceed 50.

(B) As soon as practicable but not later than nine months after the
effective date of this Act, the committee shall publish in the Federal
Register and transmit to the Administrator the list and designations
required by subparagraph (A) together with the reasons for the
committee’s inclusion of each chemical substance or mixture on the
list. At least every six months after the date of the transmission to the
Administrator of the list pursuant to the preceeding! sentence, the
committee shall make such revisions in the list as it determines to be
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necessary and shall transmit them to the Administrator together with
the committee’s reasons for the revisions. Upon receipt of any such
revision, the Administrator shall publish in the Federal Register the list
with such revision, the reasons for such revision, and the designations
made under subparagraph (A). The Administrator shall provide
reasonable opportunity to any interested person to file with the
Administrator written comments on the committee’s list, any revision
of such list by the committee, and designations made by the committee,
and shall make such comments available to the public. Within the 12-
month period beginning on the date of the first inclusion on the list of a
chemical substance or mixture designated by the committee under
subparagraph (A) the Administrator shall with respect to such chemical
substance or mixture either initiate a rulemaking proceeding under
subsection (a) or if such a proceeding is not initiated within such
period, publish in the Federal Register the Administrator’s reason for
not initiating such a proceeding.

(2)(A) The committee established by paragraph (1)(A) shall consist
(i) One member appointed by the Administrator from the
Environmental Protection Agency.

(i1) One member appointed by the Secretary of Labor from officers or
employees of the Department of Labor engaged in the Secretary’s
activities under the Occupational Safety and Health Act of 1970.

(iii) One member appointed by the Chairman of the Council on
Environmental Quality from the Council or its officers or employees.
(iv) One member appointed by the Director of the National Institute for
Occupational Safety and Health from officers or employees of the
Institute.

(v) One member appointed by the Director of the National Institute of
Environmental Health Sciences from officers or employees of the
Institute.

(vi) One member appointed by the Director of the National Cancer
Institute from officers or employees of the Institute.

(vii) One member appointed by the Director of the National Science
Foundation from officers or employees of the Foundation.

(viii) One member appointed by the Secretary of Commerce from
ofticers or employees of the Department of Commerce.

{ix) One member appointed by the Chairman of the Consumer Product
Safery Commission  from  Commissioners or  emplovees of the
Compmssion,

{0y One member appointed by the Compussioner of the U.S. Food and
Drue Administration from ernplovess of the Administration.

(B)(i) An appointed member may designate an individual to serve
on the committee on the member’s behalf. Such a designation may be
made only with the approval of the applicable appointing authority and
only if the individual is from the entity from which the member was
appointed.

(i1) No individual may serve as a member of the committee for
more than four years in the aggregate. If any member of the committee
leaves the entity from which the member was appointed, such member
may not continue as a member of the committee, and the member’s
position shall be considered to be vacant. A vacancy in the committee
shall be filled in the same manner in which the original appointment
was made.

(ii1) Initial appointments to the committee shall be made not later
than the 60th day after the effective date of this Act. Not later than the
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90th day after such date the members of the committee shall hold a
meeting for the selection of a chairperson from among their number.

(C)(1) No member of the committee, or designee of such member,
shall accept employment or compensation from any person subject to
any requirement of this Act or of any rule promulgated or order issued
thereunder, for a period of at least 12 months after termination of
service on the committee.

(i1) No person, while serving as a member of the committee, or
designee of such member, may own any stocks or bonds, or have any
pecuniary interest, of substantial value in any person engaged in the
manufacture, processing, or distribution in commerce of any
chemical substance or mixture subject to any requirement of this Act
or of any rule promulgated or order issued thereunder.

(i) The Administrator, acting through attorneys of the
Environmental Protection Agency, or the Attorney General may bring
an action in the appropriate district court of the United States to restrain
any violation of this subparagraph.

(D) The Administrator shall provide the committee such
administrative support services as may be necessary to enable the
committee to carry out its function under this subsection.

(3} In addion to recommendations made by the comnutice under
paragraph (1) the Admuustrator shall consider the recommendations of
Federal agencies remarding the selection of chemical substances or
nrxiures for festing under this !gtct«‘{iun.

(f) Requirep Actions.—Upon the receipt of—

(1) any test data required to be submitted under this Act, or

(2) any other information available to the Administrator,
which indicates to the Administrator that there may be a reasonable
basis to conclude that a chemical substance or mixture presents or will
present a significant risk of serious or widespread harm to human
beings-franr-sanser-gene-mutations-or-birth-defoets, the Administrator
shall, within the 180-day period beginning on the date of the receipt of
such data or information, initiate appropsate—apphicable action under
section 3, 6, or 7 to prevent or reduce to a sufficient extent such risk or
publish in the Federal Register a finding, without consideration of costs
or_other non-risk factors, that such risk is not unreasonable. For good
cause shown the Administrator may extend such period for an
additional period of not more than 90 days. The Administrator shall
publish in the Federal Register notice of any such extension and the
reasons therefor. A finding by the Administrator that a risk is not
unreasonable shall be considered agency action for purposes of judicial
review under chapter 7 of title 5, United States Code. This subsection
shall not take effect until two years after the effective date of this Act.

(g) PETITION FOR 1STAM)ARDS] FOR THE DEVELOPMENT OF TEST

Data.—A person intending to manufacture or process a chemical
substance for which notice 1s required under section 5(b) and who is
not required under a rule, order. or consent agresment under subsection
(a) to conduct tests and submit data on such substance may petition the
Administrator to prescribe standards- protocols and methodologies for
the development of test data for such substance. The Administrator
shall by order either grant or deny any such petition within 60 days of
its receipt. If the petition is granted, the Administrator shall prescribe
such standards-protocols and methodologies for such substance within
75 days of the date the petition is granted. If the petition is denied, the
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Administrator shall publish, subject to section 14, in the Federal
Register the reasons for such denial.”

Conforming Amendment,

Section 10405 A) of the Comprehensive

Environmental Response, Compensation. and Liahility Act of 1280 (42 US.C.

SROM DN AN 1s amended 1n the fourth sentence by imseriing “{as in effect on
the day before the date of enactment of the Frank R, Lavtenberg Chemical
Safety for the 21st Century Aoty after “Toxic Substances Control Act”,
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/22/2016 5:06:25 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: Sen. Markey TSCA TA request on section 8 - nomenclature

Attachments: Markey. TSCA TA.Nomenclature..docx

Michal,

The attached TA responds to your request about the section 8 nomenclature issues raised by commenters.
This TA might help with the section 8 TA request last night. Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, March 15, 2016 6:06 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA request - nomenclature

Hi Sven
Not sure if your team saw the attached. | would like your views on whether senate 8 would preciude epa
requiring PMNS or issuing SNURS for short chain paraffins or nanomaterials as this blog speculates it would.

Thanks.

Witofswitchboard nrde.org/blogs/drosenberg/whats in that black beox inside himiZulm source=twitterfee
didutm mediumstwitter

Michal Hlana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA]
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This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

Question:

Not sure if your team saw the attached. | would like your views on whether senate 8 would preclude
epa requiring PMNS or issuing SNURS for short chain paraffins or nanomaterials as this blog
speculates it would. Thanks.

hitp://switchboard.nrdc.org/blogs/drosenberg/whats_in_that black box inside.htmi?utm source=t
witterfeed&utm medium=twitter

EPA Response:

Commenters on the nomenclature provision have raised some valid points, but they somewhat
overstate the scope of the chemical identity issues that are implicated by the nomenclature provisions.
The nomenclature provisions relate primarily to Class 2 chemical substances. Overall, EPA would
construe the first part of the nomenclature provisions {8(b}{3){(A)} as merely requiring EPA to maintain
currently ongoing naming practices with respect to Class 2 chemical substances. With respect to
8(b){3)(A)(i) and (ii), EPA believes that this would be a strong interpretation.! With respect to
8(b)}{(3){A)(iii) {statutory mixtures), commenters have a reasonable cause for concern about potential
alternative interpretations, as described below.

EPA would construe the second part of the nomenclature provisions (8(b)(3)(B)) as essentially being
inoperative because the obligations there are conditioned on circumstances that EPA believes would not
arise. However, as with 8(b}{3){A){iii), commenters have reasonable cause for concern about potential
alternative interpretations.

The Nomenclature Provisions Relate Primarily to Class 2 Substances

At the outset, EPA believes that the issues likely to arise under 8(b)(3) relate more to Class 2 chemical
substances than Class | substances. The nomenclature provisions are confusingly drafted and certain
portions of them could be the basis of future stakeholder arguments that certain Class 2 chemical
substances do not require PMN review, on the grounds that they are or should be treated as already
being on the Inventory. Recall that Class 2 chemical substances are named as discrete entries on the
Inventory even though they lack a defined molecular structure, whereas Class 1 chemical substances are
always identified based on their exact molecular structure. The core concern that seems to be
motivating the nomenclature provisions is variation in the composition of a Class 2 chemical substance,
and when that variation should result in the treatment of a substance as a new chemical substance. This
issue is not always resolvable in terms of “exact molecular structure,” for the simple reason that Class 2
chemical substances do not have a single “exact molecular structure.”

EPA does not interpret the nomenclature provisions as being equivalently problematic with respect to
Class 1 chemical substance (i.e., raising equivalent concerns that EPA should be treating various novel
Class 1 chemical substances as being on the Inventory because they are similar in molecular structure to

1 Some commenters have suggested that a recent TSCA petition (the BRAG petition) may be aligned with these bill
provisions. But the BRAG petition asked EPA to alter the nomenclature provision addressed in 8(b)(3)(A}(ii) (the
Soap and Detergent Nomenclature System). It is thus unclear why the BRAG petition should be viewed as aligned
with the purposes of the Senate language. In any event, a requirement to “maintain” a system does not
necessarily imply a requirement to freeze the system without alteration.
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other Class 1 chemical substances that are on the Inventory). Serious implementation issues would arise
if one were to amend the Senate bill so that every chemical substance in commerce needed to be
defined in terms of an “exact molecular structure.” EPA does not interpret current TSCA as currently
requiring every chemical identity to be defined in terms of an exact molecular structure.

Legislative History Supports Commenters’ Concerns about Alternative Interpretations

Commenters’ characterization of the general objective of the nomenclature provisions {i.e., to reduce
the need for PMNs to be filed) appears to be supported by the legislative history in the Senate

Report. Seeg, e.g., page 20: “Under TSCA, numerous nomenclature conventions exist. . .. Itis the intent
of the Committee that the provisions of section [8] related to nomenclature will resolve these issues. . . .
The Committee believes this approach will also help enhance EPA’s ability to evaluate substances from
new sources against existing substances for equivalence, enabling similar substances to rely on the
Inventory listing of an existing substance. . . . S. 697 maintains [the] authority [to list chemical
substances on the Inventory by category] to ensure that minor modification or variations in the
formulation or structure of a chemical substance that have insignificant health or environmental
consequences would not be automatically subject to the notification requirements of section 5. The
Committee believes that EPA’s current policy of not requiring notification for variations in naturally-
occurring substances or mixtures should generally be continued.”

In general, it has been EPA’s approach to list chemicals as precisely as the Agency is able to at the time
of listing. It has not been EPA’s approach to allow “similar” substances to rely on existing Inventory
listings, or to allow substances with minor modifications from listed substances to forego section 5
review. {The Senate Report on page 20 suggests that a value of the nomenclature provisions is that they
will help prevent duplicative safety assessments and determinations by ensuring that substantially
similar substances are considered at the same time, as appropriate. However, EPA does notsee a
connection between the nomenclature issues and the safety assessment and determination process,
since nothing in the bill prevents EPA from assessing similar but different substances simultaneously.)

This history would tend to undercut an EPA interpretation that the nomenclature provisions have no
impact, other than to require continuation of certain long-standing EPA nomenclature practices.

Statutory Mixtures

With respect to the “statutory mixture” provision, 8(b){(3)(A)(ii), the text of the provision does not
actually set forth clear directions requiring EPA to depart from prior interpretation of the six listed
chemical definitions. The intent behind this provision may be to broaden the scope of chemicals
covered under the concept of statutory mixtures, but the effect of the language is difficult to gauge.
EPA would probably interpret the language as effecting no change in the implementation of these six
listings. But the “including, without limitation” language suggests that there are unidentified statutory
mixtures beyond the six. And the imprecise wording of what is covered even within the six (“treat all
components of categories that are considered to be statutory mixtures under this Act”) creates the
possibility that a court might interpret the provision as expanding EPA’s current understanding of the
scope of statutory mixtures. Moreover, even if the identified language were clarified, the argument
might be raised, with support from the legislative history referenced above, that this provision was
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intended to resolve certain issues, raising questions as to whether EPA’s likely interpretation would
prevail. Commenters on the bill have noted disputes between EPA and stakeholders about where the
bounds of statutory mixtures lie. These disputes are germane, but the bill does not actually have the
effect of clearly resolving them.

Arguments that Nomenclature Provisions Might Be Applied to Resolve Various Specific Naming Disputes

Some commenters have expressed concern about how the text of the nomenclature provisions in the
Senate bill might be applied to alter the treatment of chlorinated paraffins, nanoscale materials, or
micro-organisms under TSCA. EPA cannot predict exactly how the Senate bill language would be
applied. EPA should receive judicial deference in its interpretation and implementation of the
provisions. Itis possible that EPA could confront arguments that 8(b)(3)(A)(iii}, 8{b)({3)(B){i), or
8(b)}(3){B)(ii) resolve various naming questions in industry’s favor, but EPA’s position would likely be that
8(b)(3)(A)(iii) is inapplicable {paraffins/nanoscale materials/micro-organisms are not statutory mixtures);
8(b)}(3){B)(i) is inoperative (no triggering guidance exists); and 8(b}(3)(B)(ii) is also inoperative (no
duplicate listings exist).

Counter-arguments could be raised, though. A significant uncertainty in these provisions is what
statements on multiple nomenclature might be cited by various stakeholder groups as guidance, and
argued to constrain EPA’s discretion in developing follow-up guidance under 8(b){3){B}(i). EPA would
argue that only EPA guidance qualifies, and presumably that any EPA statement addressing
nomenclature would have to have been issued at a sufficiently high level within the Agency to qualify as
guidance, but the drafting is not clear in this regard. In addition, the legislative history referenced above
could undercut an EPA position that there are no guidance documents allowing for multiple
nomenclature conventions, and that 8(b)(3)(B){ii) is also inoperative because no duplicate listings exist.

ED_002117_00008346-00003



Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/12/2016 7:51:12 PM

To: 'Freedhoff, Michal {Markey)' [Michal_Freedhoff@markey.senate.gov]

Subject: RE: Sen. Markey TSCA TA Request on Quick q section 5

Got it - checking

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, April 12, 2016 3:51 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA Request on Quick q section 5

How could we ensure that any extension associated with a 5{b} requirement to provide data be accounted for as an
exception to the 80 day period after the notice is received? Can you suggest something for 5{a}{3}? Fast turnaround
appreciated. |think we have something like this in 5{e) that is tied to receipt of the information - could that work? we
dor’t want an automatic 90 day extension, we want to be sure that epa is not forced 0 make a decision w/o the info it
needs or w/o enough time to review it,

Thanks

Michal Tana Freedhoff, Ph.D,

Director of Oversight & Tnvestigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailio: Kalser Sven-Erik@epa.gov]
Sent: Tuesday, April 12, 2016 3:18 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on Quick g section 5

Michal,
This responds to the TA request on the extension review.

We agree that it is helpful to clarify in 5(a)(3) that the 90 day review period is subject to extension under (¢) and
(e). But this text goes further, and introduces a further concept that the review period is automatically extended
by 90 days upon receipt of information under (b) or (). There does not appear to be such a provision currently
under Section 5, so this is a substantive change, not just accounting for the fact that the 90 day review period
can be extended under {(c) or (e).
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If you just wanted to clarify the status quo, you could say: “(3) Within 90 days of receipt of a notice under
paragraph (1), and subject to any extensions of such review period pursuant to subsection (c) or (e), . . .V

This TA only responds o changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Fresdhoff@markey senate.sov]
Sent: Tuesday, April 12, 2016 12:59 PM

To: Kaiser, Sven-Erik <Kaiser. Sven-Erik@epa.gow>

Subject: Quick g section 5

There is a concern that 3{A} lead in does not account for the extension review.

Would this work?

(3) Within 90 days of receipt of a notice under paragraph {1), or of receipt of information submitted pursuant to
subsection (b) or (e) that the Administrator finds sufficient to support the determination under subsection {a}(3)A), and
subject to any extensions of such review period pursuant to subsection (c) or (e}, Before the end ofthe applicable period
forreviewunderparagraph{l}; and subject to section 18, the Administrator shall review a notice received under
paragraph (1) and— ...

5

Michal Hana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey {D-MA])
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 3/30/2016 10:51:23 PM

To: 'McCarthy, David' [David.McCarthy@mail.house.gov]

Subject: HEC TSCA TA Requests on House section 6(c)(1)(B) and Senate section 26(b}(4)(D)

David — This TA responds to the request regarding section 26(b)(4)(D) of the Senate proposal. EPA does not
have any concerns with the language.

Regarding the TA request on House proposal section 6(c){(1)(B), we have potential concerns that need
additional internal discussion. We will provide a response as soon as possible.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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Message

From: Kaiser, Sven-Erik [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AC78D3704BA94EDBBDODAY70921271FF-SKAISER]

Sent: 4/27/2016 6:04:03 PM

To: McCarthy, David [David.McCarthy@mail.house.gov]; 'Couri, Jerry' [JerryCouri@mail.house.gov]; 'Cohen, Jacqueline’
[jackie.cohen@mail.house.gov]; 'Fruci, Jean' [Jean.Fruci@mail.house.gov]

Subject: HEC TSCA TA on Nomenclature - revised statutory mixtures savings clause

Attachments: HEC TSCA TA on Nomenclature (4-26 version).docx; HEC.TSCA TA.Revised stat mixture savings clause.docx

HEC TSCA Team — The attached revised TA deals with the statutory mixtures savings clause. Also attached
for reference is the earlier nomenclature TA that still stands except for the revisions on the statutory mixture
savings clause.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik

Sent: Wednesday, April 27, 2016 11:47 AM

To: McCarthy, David <David.McCarthy@mail.house.gov>; 'Couri, Jerry' <JerryCouri@mail.house.gov>; 'Cohen,
Jacqueline' <jackie.cohen@mail.house.gov>; 'Fruci, Jean' <Jean.Fruci@mail.house.gov>

Subject: HEC TSCA TA on Nomenclature (4-26 version)

HEC TSCA team — The attached TA responds to the request on section 8 nomenclature provisions. We are
also working on the section 5 request.

This TA only responds to changes since the last version at the time we were reviewing. All previously offered
TA is still germane to the extent the provision has not changed since the TA was offered. The technical
assistance does not necessarily represent the policy positions of the agency and the administration on the bill,
the draft language and the comments.

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753
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This language is provided by EPA as technical assistance in response fo a congressional request. The technical
assistance is intended for use only by the requester. The technical assistance does not necessarily represent the
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“{3) NOMENCLATURE. —
“{A) IN GENERAL.—In carrying out paragraph (1), the Administrator shall—

“(i} maintain the use of Class 2 nomenclature in use on the date of enactment of the Frank R.
Lautenberg Chemical Safety for the 21st Century Act;

“(ii) maintain the use of the Soap and Detergent Association Nomenclature System, published in
March 1978 by the Administrator in section 1 of addendum HI of the document entitled ‘Candidate List
of Chemical Substances’, and further described in appendix A of volume | of the 1985 edition of the
Toxic Substances Control Act Substances Inventory (EPA Document No. EPA-560/7-85-002a); and

“(iil) treat all chemical substances described by the following category listings, when
manufactured as described in such appendix, as being included on the list published under paragraph (1)
under the Chemical Abstracts Service numbers for the respective categories:

“(1) Cement, Portland, chemicals, CAS No. 65997—-15-1.
“n Cement, alumina, chemicals, CAS No. 65997-16-2.
“(l)  Glass, oxide, chemicals, CAS No. 65997-17-3.

“(IV}  Frits, chemicals, CAS No. 65997-18-4.

“(V)  Steel manufacture, chemicals, CAS No. 65997-19-5.

“(VI}  Ceramic materials and wares, chemicals, CAS No. 66402-68—4.

“(B) MULTIPLE NOMENCLATURE CONVENTIONS.—
“(i} IN GENERAL.—The Administrator shall—

“{1) maintain the nomenclature conventions |, ¢ for chemical substances
ssofthe dote ol enactment of the Erank B Lautenberg Chemical Safety o the 21st Century Act; and

“(n develop new guidance@ 45 appropriate, thati—

chemical substances on the list published under paragraph (1),;-and

%}_ﬁeﬁ;ﬁi-e porcansta mivan thaon ctyirda
b icf 7

é—eﬁemic—a-i-%z}bstam&-is--zm-the—-ii-st—-;—}u-bii%he{i-s-}nd@x—-ﬁa-{ag&apb-{-}}-.l

“(ii) MULTIPLE CAS NUMBERS.—For a chemical substance determined by the Administrator to
appear multiple times on the list in paragraph (1) under different Chemical Abstracts Service numbers,
the Administrator shall develop guidance recognizing the multiple listings as a single chemical
substance.

“{C) RELATIONSHIP TO SECTION 5.—

Commented [A1]: EPA TA: As discussed, this removes
concerns that any nomenclature conventions at all
might be cited:

Commented [A2]: EPATA: This edit isto remove the
statutory presumption that there 153 problemithat
aeeds (o be fixed by developing new glidance. 1 leaves
the Administeator with discretion to consider whether
there isa need for such guidance:

Commented [A3]: EPATA: Siggest striking this
subparagraph, since your objective in the savings
clausesis to avoid allowing nomenclature arguments to
be cited as a'basis for avoiding new chemical review:
This subparagraph is inviting just that:
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